Breakout Group #5A (Flip Chart)

Discuss the concept of an Animal Feed Safety System .

This group is to focus on answering Question #1, 2, 4, and 5.

Question #1: What feed safety programs are operating today (industry and government) and can they be made available for review by FDA.

Chart Answer:
 FDA Inspectors (or State) may already be conducting inspections for Feed Safety (BSE + GMP).  Some model programs are already in place.  Industry groups such as FCI, NGFA, Nat’l Renders.  These would most likely be available for FDA review.  Other Feed Safety Programs have been developed and implemented by Private Companies.  These however are often proprietary and developers might be reluctant to make them available.  Industry programs may often have safety programs integrated into their Quality Control or Management Processes and it may be difficult to separate.

Presentation: 

Model programs developed by trade associations already in place and available particularly in commercial feed mfg., producer livestock/poultry that would be accessible for FDA review. 

Company based programs considered proprietary; unavailable.

Industry (private-company programs) often have feed safety components integrated with other quality control or internal management processes; difficult to separate

Notes on question 1:
(
Many proprietary programs may exceed GMP requirements

(
Some current federal regulatory programs industry specific risks must be identified through sound scientific evaluation

(
rethink the nature of inspections

(
all sectors of industry must be examined 

(
some commonalities exist between different sectors, i.e. transportation

(
system must be industry driven

(
need methods to provide real-time accurate tests for problems

(
what problems are real risk? Identify, through HACCP Analysis

(
what level of contaminant is OK.  Can’t get to zero

mycotoxin

pesticide

animal renders

(
USDA exports directly went to EU ??need to have someone certified they are post or past mortem 

(
HACCP have a hierarchy of important like canning...Many of the things already exist in human food

Question #2: Basic elements of an Animal Feed Safety System (AFSS)

Chart Answer:

Process evaluation and Hazard identification are critical to the development of an effective AFSS.

System must be flexible in order to accommodate the needs of various industries.

Guidance from FDA and other sources must be made available to identify and communicate industry specific risks.

Some commonalities exist between different sectors of the industry such as Transportation.

In setting priorities and identifying risks, the emphasis should be placed primarily on animal health as it relates to or influences human health.  Animal health and safety however needs to be an essential component of the program.  

Security is an important element of Safety, but the two are not synonymous and security should not be allowed to dominate the development of an AFSS due to the present climate.

Presentation:
1.Science-based, formalized assessment process, risk-based identification and evaluation of what hazard need to be addressed by various sectors.  Place priority on safe feed for food-producing animals as relates to human health.  Animal health & safety also needs to be essential component.

2.Should be comprehensive-look at all sectors, including transport.  Safe food Transportation Act.

3.Must be flexible to accommodates variations of different risks hazards and different industries and sizes of firms/establishments.

4. Guidance and education may be most appropriate means to identify and communicate specific risks/hazards to various industry sectors.  Look at AAFCO guidance document/existing private sector Q/A.

5. Some commonalities exist between different sectors of industry, e.g. transportation

6. Facility security important element of safety but not synonymous with feed safety and should not dominate development of AFSS . 

Evaluate which animal diseases are at risk of being transmitted through feed or feed ingredients as component of security.  Establish procedures to be implemented.  VSIP - Regulatory, based incentives to adopt Q/A

Notes on Question 2:
(
AAFCO and others have developed some good tools guidance framework

(
use existing resources such as check lists

(
build incentives into compliance such as self inspections

(
may need to gain authority to regulate on-farm operations

states must buy in

(
maintenance of records and associated documentation (sops, training of employees, maintain logs) must be part of required assurance in the sectors of industry that have safety programs

(
uniformity of inspections is critical

(
is this an issue of animal health

(
records should be viewed by industry and regulatory agencies as a means to identify problem with a firm system rather than as individuals give extensively or enact corrections justification to impose positive or regulatory action against the firm 

(
1st. step of HACCP is important

Analysis of Hazard identification are critical

industry buy in is important

(
why not publish where dioxin are being found

(
need some guidance;

not all companies have a lab

what should they look at

where it is in the food

scientific information hazard

Can not afford scientist

(
actual risks animals and humans - What is safe? Cannot control everything

(
system needs to be flexible in order to accommodate the needs of various industries

(
guidance from FDA and others sources should be made available to identify and communicate industry specific risks

(
take more inspectors to do the job

(
rethink the nature of inspections they need to be risk base

(
look at transportation, each company is different, haulers truckers are often owned

(
completion with firms as to what they put in guidance to assure the industry they are doing every thing to have a good product

(
animal protein - industry driven

(
could not get the railroads to clean rail cars

(
transportation is a major stumbling block

(
what are the feed industry needs?  We have to address.  What do we have to do to make this better.  Like raw material.

(
assurance must be tailored to different situations or conditions that exist in various manufacturing distributing operations.

(
self inspections

(
use existing resources

(
built in; self inspections, good inspection records, then we could do random inspections

(
states does about 99%? Inspection for FDA, 

States can not go on farms

(
program needs to be suitable for buy in by states

(
guidance should be in place so both state and federal can use

(
need both federal and state buy in

Additional note for question 2:

However, we need to evaluate which animal diseases are at risk for transmission through feed as a component of security, and establish procedures to be implemented in case an outbreak should occur.

Question # 4:

Assurance such steps are accurately and consistently performed.  

4a.
4.1 How much are you doing now

4.2 How much are you seeing during inspections
Chart Answer:
Assurances must be tailored to different situation or conditions that exist in various manufacturing/distributing operations.

Presentation:

Record keeping and documentation depends on firm or segment of industry. (Medicated feed and those subject to BSE rule) Periodic sampling , education/training, diagnostic tests

Notes:

·  two kinds of comments 1) tell what to do 2) lots of flexibility

· Foreign nations depends on 1) federal government 2) what is guidelines 3) what is the risk

· medicated feed required to keep records

· company QA program is to keep records

· Industry keeps records

· uniformity of inspection is important

· animal vers human health

· Is it animal health or how it affects human health

· Focus - safe feed for food producing animal

· food safe for animals than it will be save for human food

· how will program be conceived, human health factor

· May be on Human Safety but Animal safety is an important factor

· In selling priorities and identifying ricks, the emphases should be placed primarily on animal health as it relates to or influences human health.  Animal health and safety however needs to be an essential component of the program.

· What companies have good GMPs in place when we go to inspect?  Large companies doing better job.  Successful companies do a good job.  GMP and non medicated??????

· records keep in case of recall

· some companies not keeping records

· trace ability of animals

· 1 year for BSE, Canada 3 years, EU, USDA you need 7 years

· the companies that ball clay did not keep good records are being bought out

· audit of records, daily, monthly, yearly

· 3rd party audit

· People are afraid to keep records because they are afraid of what is going to happen.   Government to get them in trouble, records look at as evidence, records also keep you out of trouble

· look at the purpose of record keeping and inspection difference\

· Record view by industry inspection as a mean to index problem of firm system and correct

· BSE issue is making record keeping better.

· Security and safety two different things

· Care when combining security and safety issue don’t go overboard with security

· Security is an important element of safety, but the two are not synonymous and security should not be allowed to dominate the development of an AFSS due to the present climate.

· If an animal disease outbreak occurs what would be the effect to humans? 

Extra notes:
Performance of assurances could be verified by external or internal audits, or inspecting product, testing.

We need to evaluate which animal diseases are at risk for transmission through animal feed as a component of bio security and establish procedures to be implemented in case an outbreak should occur.

4b. Is it formal, i.e. written policy and procedures, or informal?

Chart Answer:

Assurances vary considerably from formal to informal.  Regulatory and economic pressures generally steer assurances toward becoming more formal in nature.

Presentation:

How much doing?  Varies considerably , from formal to informal.  Regulatory and customer driver, marketplace incentives generally are encouraging more formalized record keeping ( product Liability) Assurances need to be tailored to different hazard ricks situations or conditions that exist.

Notes:

· depends on size

· 2 to 3 person mill - informal

· runs formal to informal

Other Notes:
Assurances vary widely from formal to informal.  Regulatory and economic pressures generally steer assurances toward becoming more formal in nature
4c. Would it involve training? What kind of training would be best for this and how often? (Consider this answer for both industry and government)

Chart Answer:

None listed

Presentation:

Would involve training, yes of industry and inspectors, depending on type of records required.

Notes:

· plants will have someone that know what is going on.

· training to keep consistently with new policy etc.

· industry need to know what the inspectors are looking for

· record keeping should be part of training

· forms are good to help firms to keep records

· forms are very helpful

· federal government need to get approval for most forms

· industry could do template of forms that government would like

Other Notes:
Training is always essential to ensure successful compliance with operating procedures

Training with regard to record keeping is an important component

Guidance should be very specific, provide form or instructions on what information must be maintained and if forms are developed, FDA or States must provide feedback as to whether or not they capture the necessary info.

4d. Would this involve the purchase and use of new equipment and/or soft/ware?  (Industry and government)

Chart Answer: 

none listed

Presentation:

Could for software for maintaining records; sampling and testing

Notes:

· FDA will not tell them how to flush

· what is safe?  Cross contamination ?????

· where is the risk. Monitor them.  By having records this would show where risk are.

· Firms should buy the software to do record keeping and small firms would do manual

Other Notes:
forms needed, analytical equipment, or increased outside testing costs, guidance would be required to determine what a firm’s recourse would be additional software would likely be required for tracking compliance with system.  Long term might result in reduced liability premiums.
4e. What kind of costs do you think this would entail? (Industry and government)

Chart Answer:

For companies already operating under some type of safety system, cost would likely be minimal.  For others it would result in increased operating costs including employee training, equipment and/or procedural modifications, and monitoring of adherence to safety system guidelines.  For government it would result in increased costs for inspector training, tracking.

Presentation:

Unknown. Minimal for companies already operating under Q/A system.  Could be minimal.  For other sectors, increase operating costs, including employee training, software, equipment, modification and monitoring adherence, particularly for industry.

Notes:

· HAASP requires more time

· lots of training

· need to help the small company

· fewer recalls for good records

· long term

4f. 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?
Chart Answer:
none given

Presentation:
none given

Notes:
·  fewer surprises for industry

· review things that are in place to make sure they are working

4g. Are current enforcement tools adequate?
Chart Answer:
none given

Presentation:
Internal or external audits.  Yes, need some type of sampling program based on risk -hazard.
Question #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 comments were written on the charts.  But some of there thoughts are listed under the notes for the different question.

