 SEQ CHAPTER \h \r 1BREAKOUT GROUP #4 B (Flip Chart)
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 program, etc.]   Please provide a name and/or contact information for FDA to obtain copies.
· A.I.B.: American Institute Baking

· NFPA: National Food Producers Assn.

· California, Texas: voluntary feed safety

· CGFE

· AAFCO: manufacturing guidelines

· FCI: Facility Certificate Institute (Feed + Plasma)

· USDA-FSIS HACCP Model

· EU Based Animal Feed Safety (Denmark, Sweden, etc)

· Industry Programs (AFIA, APPI, NGFA)

· Pork Producers, BQA (Beef Quality Assurance)

· cGMP’s, 

· 21 CFR 589.2000

· Private company QA/Feed/Safety/SOP’s Plans

· Industry Consultants

· ISO

**** Keeping Plans Confidential *******

2. What do you think are basic elements of an Animal Feed Safety System, remembering that this will be for all feed and feed ingredients [commercial manufacturers, distributors, and on-farm mixers]?

· Species & Industry Specific

· Science Based/Risk Based

· Flexibility/Innovation

· Modeled on Pathogen Reduction Act

i. GMP’s, HACCP, SOP’s

ii. Micro. Verification by facility

iii. Gov’t verification testing

· Education

· Records

· Sampling:  where?

· Develop on-farm best practices/education

· Practical/enforceable

· Transportation

· Cost: Benefit Analysis

· Small Industry Impact

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

· Benefits

· Consumer confidence

· Uniformity

· *** Less Human Illness ***

· International/Trade

· Animal Health

· Focus on quantity of risk: identified/not identified

· Flexible

· Consistent framework (road map)

· Big Hammer gets ‘Bad Actors’ – repeat Offenders

· Enhances cooperation with state & federal agencies

· Downfall

· Cost: small entities – increased $$ - passed to consumer

· resources for industry & regulators

· Over expectation of benefits

· Lost innovation due to minimum standards

· Extra-regulatory scrutiny

· Big hammer hits ‘good apples’

· Legal challenges to regulation

· Ignores states rights

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 (g) for the following element:

     


 -  controls focused on critical steps  -
(a)  How much of this are you doing as a firm right now or how much of this are you seeing during inspections of feed and feed ingredient manufacturers and distributors?   Give some examples.



- 20/60/20 currently




20 – great




60 – OK




20 – poor




from comprehensive to not



- plan quality + implementation vs volume of books

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


- 20/60/20 concept



20 – written



60 – some written



20 – none written


- proposed



written



on-farm mixers? – is it needed?



Minimal standards
(c)  Would this involve training?   What kind of training would be best for this and how often?   [Consider this answer for both industry and government]


- Most critical


- implantation period between role out of regulation and enforcement



(training period)


- via industry associations


- video for plant employee’s


- understand how inspectors are trained


- understand WHY?


- must be uniform


- joint training collaboration with industry-gov’t-academia partners


- train the trainer


- Initial vs ongoing


- certified trainers


- Learn from other models



- CFSAN



- Seafood HACCP



- Melon Plan


- Inspectors should not be trainers


- Mandate training steps


- Plant person trained?


- Frequency: C.E. credits


- Involve: 
Land Grant




Extension Service




Existing Regional Programs



- Cost for training?

(d)  Would this involve the purchase and use of new equipment?   [Consider this answer for both industry and government]


- Yes

(e)  What kind of costs do you think this would entail?   [Consider this answer for both industry and government]


- Costs for lab testing: required vs elective

(f)  What kind of assurances would you need to establish or demonstrate this is functional?   Would you need a consultant to help you establish this?   Would you need third party inspection to establish assurance?   Would you need an ongoing sampling program?    How would federal licensing/registration of all firms help?


- 3rd party: yes


- Consultant: varies



- sampling/testing: minimum standards



- whatever works to verify system

- need adequate human health survey to measure effectiveness of program

(g) Are current enforcement tools adequate?

· On-farm mixing??


- growing (enlarging)


- resources to enforce at farm level
5.   In conclusion, are there any additional thoughts or comments this group would like to convey to FDA regarding an Animal Feed Safety System?


- No micromanagement by FDA



- consistent regulation & enforcement


- Equal regulation – all sectors (including on-farm)


- Enforcement resources?  Funding


- States rights – AAFCO’s manufactures guidelines? 


- Risk analysis to Target Key Hazards


- Standardized Validation!


- Concern over ZERO Tolerance


- Government response time

