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FSMA BASED ON PREVENTION

| FDA Food Safety Moderinzation Act (FSMA) rule on Sanitary
Transportation of Human and Animal Food is now final.

I This rule advances FDA'’s efforts to protect foods from farm to table by

keeping them safe from contamination during transportation
| FSMA’s platform is based on the idea of “ PREVENTION”

I The rule builds on safeguards envisioned in the 2005 Sanitary Food

Transportation Act




ONE OF SEVEN FOUNDATIONAL RULES

I This rule is one of seven foundational rules proposed since
January 2013 to create a modern,-bsised framework for food
safety. The goal of this rule is to prevent practices during
transportation that create food safety risks, such as failure to
properly refrigerate food, inadequate cleaning of vehicles
between loads, and failure to properly protect food.




7/ SUBJECTS FSMA RULE DATE REGS
ISSUED

Current Good Manufacturing Practices (CGMPs) September 17,2015
And Preventative Controls- Human Food

Current Good Manufacturing Practices (CGMP’s) September 17,2015
And Preventative Controls- Animal Food

Produce Safety Standards November 27,2015
Foreign Supplier Verification Programs November 27,2015
Accreditation of Third-Party Auditors November 27,2015
Sanitation Transportation of Human and Animal Food April 6,2016

Food Defense/ Intentional Adulteration May 27,2016




COMPLIANCE DATES FOR SANITARY
TRANSPORTATION RULE.
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FINAL RULE FOR SANITARY TRANSPORTATION OF
HUMAN AND ANIMAL FOOD

| H#*-@OSH+&# &1"$,&. &6 #'S), H#+$11& #D'0)-2& #D'l-, $& # @6'.)%),),',-$0'4&+$/0&D'-%2"
&ISA& #$%4)04&2'$%"™ -Y%o#1) * % T +".-%'"-%2'-%$.-0'8)) 2*) "HE& H-%6$*-,6'1 ,-/* S/ &H'*)'
8YoH" &*+8&'#-88*6')8*+&'8))2"

| J&I"S,&.&Y6*#'2)'%)*-1106'"%)"* -%6#1),*-*$) %' @6'4&HH&D"), -$, @ &/-"#&')8'0$.$*-*$) Vo#
&H*-@OSH+8&2' @6 +8&'K-%$*-,6'L))2'M,-%#1),*-*$)%'B/*)8'=::"

| J&I"$,&. 865 -1106™%) @)*+ $Y6*& H*-*&'-%62'$U* -#*-*&'* -%o#1) *-*$)%")8'8))2'

| B)%7*+&'.-%6')1&,-*$)%#/)4& &2' @6 *+&',"0& - & #+$11& #D'0)-2& #D'/-, $& #-%2"
&IBSA& H'$%4)0482'9%%+* "IN, -$0'4&+$/0&* -%o#1),*-*$)%")8',-9'-7,$/"0*" -0'
1).)2$*$&#'(&27?D'7,-$%#'-%2") SOH& & 2H#5D'-%$.-0'88:82'-%2'8& & 2'$% 7, & 2$&Yo*#D'-%2'+" -
8))2'-%2'8))2'$%7,82$& %6+ #




WHO IS EXEMPT FROM THE SANITARY
TRANSPORTATION RULE.
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WHO IS EXEMPT FROM THE SANITARY
TRANSPORTATION RULE

I Non-Covered Businessésare exempt

I Definition: A shipper, loader, receiver, or carrier engaged Iin
transportation operations that has less than $500,000, as adjusted for
Inflation, in average annual revenues, calculated on a rolling basis, durir
the threeyear period preceding the applicable calendar year.

For the purpose of determining an entityQeénraeerage revenue

threshold as adjusted for inflation, the baseline year for calculating the
adjustment for inflation is 2011




WHO IS EXEMPT FROM THE SANITARY
TRANSPORTATION RULE

I Activities performed by a “Farm’” (as defined by 21 CFR Section
|.227) are exempt

I Transportation activities performed by farms that transport

commodities (e.g., grains and oilseeds) in their vehicles to storage or
processing facilities are exempt

I Non-farm carriers that transport commodities from the farm are

subject to the rule, unless they are considered to be non-covered
businesses




Farm Definition

1) Primary production farm. A primary production farm is an operation under one management in one general (but not
necessarily contiguous) physical location devoted to the growing of crops, the harvesting of crops , the raising of
animals (including seafood), or any combination of these activities. The term “farm” includes operations that, in addition to

these activities:
1) Pack or hold raw agricultural commodities ;

ii) Pack or hold processed food, provided that all processed food used in such activities is either consumed on that farm or
another farm under the same management, or is processed food identified in paragraph (1)(iii)(B)(1) of this definition; and

iii) Manufacture/process food, provided that:
A) All food used in such activities is consumed on that farm or another farm under the same management ; or




Farm Definition Continued:

B) Any manufacturing/processing of food that is not consumed on that farm or another farm under the same
management consists only of:

(1)Drying/dehydrating raw agricultural commodities to create a distinct commodity (such as
drying/dehydrating grapes to produce raisins), and packaging and labeling such commaodities, without additional
manufacturing/processing (an example of additional manufacturing/processing is slicing);

(2)Treatment to manipulate the ripening of raw agricultural commodities (such as by treating produce with
ethylene gas), and packaging and labeling treated raw agricultural commodities, without additional
manufacturing/processing; and

(3)Packaging and labeling raw agricultural commodities, when these activities do not involve additional
manufacturing/processing (an example of additional manufacturing/processing is irradiation); OR




Farm Definition Continued

Secondary activities farm. A secondary activities farm is an operation, not located on
a primary production farm, devoted to harvesting (such as hulling or shelling),
packing, and/or holding of raw agricultural commodities, provided that the primary
production farm(s) that grows, harvests, and/or raises the majority of the raw
agricultural commodities harvested, packed, and/or held by the secondary activities
farm owns, or jointly owns, a majority interest in the secondary activities farm. A
secondary activities farm may also conduct those additional activities allowed on a
primary production farm as described in paragraphs (1)(ii) and (ii) of this definition




WHO ELSE IS EXEMPTED FROM THE SANITARY
TRANSPORTATION RULE ?

| Activities associated with the transportation of food that is
completely enclosed by a container (e.g., a sealed bag or box),
except for food that requires temperature control for safety, are
exempt. A tarp over a Bulk Trailor/Truck does not qualify

| Examples: Bagged Premixes, Dry Fats or containerized grains,
oilseeds, animal feed and feed ingredients, and human foods that do
not require temperature control for safety




WHO ELSE IS EXEMPTED FROM THE SANITAIRY
TRANSPORTATION RULE ?

| Activities associated with the transportation of human food co-
products transported for use as animal food without further
processing are exempt

|« ExampleActivities associated with transporting human food co-
products used as animal food directly to a farm for consumption by
animals

|« Exemption does not extend to human food co-products
transported to an animal feed manufacturer where the co-product
will be further processed




VEHICLES AND TRANSPORTATION EQUIPMENT

I Vehicles and Transportation Equipment

| Designed of such material and workmanship so as to be suitable and adequately
cleanable for their intended use to prevent the food they transport from becoming
unsafe

| Sanitary condition is to be maintained to prevent food from becoming unsafe during
transportation operations

| Designed, maintained, and equipped as necessary to provide adequate temperature
control to prevent the food from becoming unsafe during transportation operations

| Stored to prevent harboring of pests or becoming contaminated in any other manner
that could result in unsafe food




TRANSPORTATION OPERATIONS

All shippers, carriers, loaders, and receivers engaged in transportation
operations covered by rule are to:

* Assigh competent supervisory personnel to ensure compliance with
requirements

* Conduct transportation operations to prevent food from becoming unsafe

* Take effective measuresto protect food from being contaminated by raw
foods and nonfood items in the same load

* Examples of measures: segregation, isolation or the use of packaging




TRANSPORTATION OPERATIONS
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WHAT IS AN EFFECTIVE MEASURE.

| The Determination of an effective measure is up to the entity
shipping, carrying, loading and recieving the product and must take
into consideration but not limited to:

| The type of food, e.g., animal feed, pet food, human food, and its
production stage, e.g., raw material, ingredient or finished food, in
determining the necessary conditions and controls for the
transportation operation




WHAT ACTION(S) NEED TO BE TAKEN IN
SITUATIONS THAT MAY RESULT IN UNSAFE FOOD.

| If a shipper, loader, receiver, or carrier becomes aware of an
indication of conditions that may render the food unsafe during
transportation, the food is not to be sold or otherwise distributed,
and appropriate actions are to be taken

I Actions are to include, as necessary, communication with other
parties to ensure that the food is not sold or otherwise distributed
unless a determination is made by a qualified individual that the
condition did not render the food unsafe




THE FOUR MAIN AREAS OF CONCERN

| Recievers
| Shippers
| Carriers

| Loaders



RESPONSIBILITY FOR SHIPPERS

| The Final rule places most of the responsibility on the shipper

for ensuring sanitary transportation of food and feed

| Definition: (BhipperOmeans Oa person, e.g., the manufacturer or
a freight broker, who arranges for the transportation of food Iin the
United States by a carrier or multiple carriers sequentiallyO




RESPONSIBILITY FOR SHIPPERS

I Unless the shipper takes other measures in accordance with
requirements (1.908 (b)(3)), the shipper must specify to the carrier
and, when necessary, the loader, in writing, all necessary sanitary
specifications for the carrierX vehicle and transportation equipment,

including any specific design specifications and cleaning procedures.

| One-time notification is sufficient unless the design requirements

and cleaning procedures required for sanitary transport changes




RESPONSIBILITY FOR SHIPPERS
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RESPONSIBILITY OF SHIPPERS
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RESPONSIBILITY OF SHIPPERS
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RESPONSIBILITY OF SHIPPERS

| M+&#+$118&,)8'8))2"*+-* &I"$, &#'*&.1&,-*" &'[)%*,)0'8),’
#-88*6"%28&, *+&')%2$*$)%#') 8 H+$1.&%0* . "#*'2&4&0)1'-%2"
$.10&.89%6*'9,$**&%0'1,)/&2" &) &Yo#" &' +-+*+&'8)) 2'$H#
* 00#1),*&2" %28, -2&1"-+&*&. 1&,-*" &'\ %*,)0?"

| R&-#" 8H™) &Yo#" &' *+&'#-88*6)8*+&'8))2'.-6' @&’
I1).10$#+&2' @6 +&'#+$118&,"), @6'*+&'/-,,$&,"), -%)*+&,'1-,*6'
NA&,&2' @6 +SHH @1-,*"%2&,"-'9,$**8%'-7,8:8.& %"




RESPONSIBILITY OF LOADERS
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RESPONSIBILITIES OF LOADERS
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RESPONSIBILITIES OF RECEIVERS
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RESPONSIBILITIES OF CARRIERS
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RESPONSIBILITIES OF CARRIERS
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RESPONSIBILITY OF CARRIERS
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RESPONSIBILITIES OF THE CARRIER
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RESPONSIBILITIES OF THE CARRIERS
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INTRA-COMPANY TRANSPORTATION ACTIVITIES

| V9%*Z).1-%6'" -%#8& #)8'8))2"- &'%)* &G&.1*'8,).*+&' "0& #
&I1"$ & .8&Y+#

| C)984& D'#+$118& #D'/-, $8& #D'0)-28& #-%2" &I&SA& H*+-- &"%28&,*+&'
)9%& #+$1'),)1&,-*$)%-0')%*,)0)8"-'#$%708&'0& 7-0'8%6*$*6'/-%',&06") %
/).10$-%/8'9%*+'/)..)%D'$%*&7,-*&2'9,$**&%'1,)/&2" &#'S),
* O6H1),*-*$)%'-*SAS*SEH -#-%'-0*8, Yo-*$4& %) 28480)1$%7'9,$*+&%'
1,)/82" &#'-%2'"-7,88. &Y #' -H# H1&/$8$&2'$%*+&'LTB',&7"0-*$)%o#




TRANS-LOADING OPERATIONS

| B%'&%%*$*6'*+-*)9%606"™,-%#8&,#8))2'/-,7)'8,).)%&".) 2&8")8"™ -%#1), **$) %'
%)'-96)*+&,D'&?27?D'8,)."-',-$0/-,"%)'-"* "IND'9)"02' @&'H#" @ _&/**)*+&' "0&'-#'-
&/&$4&.,)8'8))2'-, $4$% 7' @6',-$0'4&+$/0&-%2'-#-'0)-2&,)8'8))2') %), "IN#?"

| B*,-%#0)-2$Y8R6*$*6'$H %) * ) %#$28,&2™%) @& - #+$11&,'$8'SH #$.106'+)02#
*+&'8))2180628%7 -Yo#1),*-%2 2)&H %)* -, -%T&B), $H* -o#1) ¥




RECORD KEEPING REQUIREMENTS

I K+$11&,#'-,&"™*)' &#*-@0%#+'-%2'.-$%*-3%',&/),2#0'

L M+-*2&.)%#* - *&™*+-**+&6'1,)4$2&'#1 &/$8S/-*$)%o#'-%2") 1 &,-*$% 7'*&. 1&,-*" ,&#"™)'
[-,,9& #'-# &1"$,&2'8),'-'1&,$)2")8'E=".)%*+#' @ &6)%2* +&'*&,.$%-*$)%")8*+&'-7,&&. &Y *#'
O$*+*+&'[-,,$& #'

| [8'9,$**&%'"-7,88. &Y H-%2"*+&'9,$**8%0'1,)/&2" &#' &I"$,82")' &YoH" &'-2&]"-*&'
H-06$*-*$)9%6")8'* -%6#1),*-*$)%'&I"$1.&%*D'&Y6H" &' +-+'-'1 &4$) "#'-,7)'9$00'%)* .-N&'*+&'
8))2"%6#-88D'-%62""#&") 8 Y&/ &HH-,6'%&. 1&,-*" &'[)%*,)0#'8),'-'1&,$)2")8'E=") %b*+#
@&6)%2'9+8%"*+&'-7,&& &Y #'-%2'1,)/&2" &#'- &'$SYo " #&.




RECORD KEEPING REQUIREMENTS

Q-,, $& #-,&' &I"$,&2™) &#*-@OSH+-%2".-$%*-$%',&/), 2#')8'*+&'0,$**&%'1,)/&2" &#'1&.,
N%* ,-/*"-0'"-7,8&.8&%*#'1&,*-$%$%7"*)O'

"Q0&-%$%7D'#-%$*$0$% 7 D'$8'%&/&#HH-,6D'-%2'$%# 18/*$% 7' 48+ S/0&H
I"R-$%6*-$%$%7'*&. 1&,-*" &')%*,)0"

"W, &A4$)"# -, T)#

"Q0&-%$%7")8' @"ON'/)%4&6-%0/&H

I"M,-$%$%7")8'1&,#) %%&0'

1"J&)), 2#'- &%) @&, &*-$%8&2'8),-'1&,$)2")8'E=")%*+# @ &6)%2'9+&%'*+&'-7,&& . &Y6*#D'
1,)/82" &H#D'2)/". &% # - &'S%"H&'$%*+&$,* -Yo#1),*-*$)%6') L&, -*$) Yo#




RECORD KEEPING REQUIREMENTS

| B%6'1&#)%0'H" @ &/**)*+$H# "0&."#H* &*-$%'-%6')*+&,'0,$**&%'-7,&& . &Yo*#'
HHSTYSY T*-H#NH $%'). 10$-%/&' 95 +*+&' &I"$,& . &%6*#'8),-'1&,$)2")8'E="
) Yo+ @&6) %2 +&*&, . $%-*$)%') 8 +&'- 7, &&. &Y H

| K+$118,#D' &I&$4& #D'0)-2& #D'-%2'/-, $& #D'O+$/+')1&,-*& "% 28, *+&'
)9%& #+$1"),)%*,)0")8 - #$%708& 08 7-0'8%*$+6D"."#+ &*-$%',&/), 24') 8+ +&'
0,$*&%'1,)/&2" &#'8),-'1&,$)2")8'E=")%*+# @&6)%2'9+&%'*+&'
1,)/82" &'~ &'SU"#&'SYo*+&S,* -%6#1) *-*$)%') 1&,-*$) Yot




RECORD KEEPING REQUIREMENTS

| BOO',&I"$,82",&/1),2#'-,&' &I"$,82"%) @ &' N&1*-#'),$7$%-0",&/),2#D"
* &N IS&H (H'[+'-#'1+))) 1S8HD' 1$/*" &#D'#-%%8&2') 1 $&HD'
$/)8$0.D".$/,)88/+&D"),)*+&, /", &' &1,)2"[*$)%o#) 8 *+&'
),$7$%-0',&/),24#5D"),'&0&/* ) %$/",&/), 24

| J&]), 24 &H*-@OBH+8&2'-%2" .-$%*-$%&2'*) #-*$#86' &I"$,&. &Y #')8'
*+&'#-%$*-,6'8))2'* -%#1),*-*$)%',"0& -, &' &G&.1*'8,). LTB #
W- *EE'&0&/*)%S$/",&/),2" &I"S,&. &Yo*#'




RECORD KEEPING REQUIREMENTS

| J&I"$,82',&1), 24 &) @& .-2&-4-$0-@08&*) - L TB'$Y64A&H*$7-%),"),)*+&,'2"06'-"*+),$b&2"
$962$4$2"-0'1,).1*06"1)%),-0"),'9,$**&%' &I"&#*"

| HG/&1¥'8),'9,$**&%'1,)/&2" &#' &#H*-@OSH+8&2 @6'-/-,, $&, *+-*#18&/$86'1,-/*$/&#'8),'10&-%$%
#-0$*Sh$% 7 D'$8'V6&/&HtH-,6D'-%2'SUH 1 &/*$% 7' 48+SI0&H'-%2" -%o#1) *-*$)%'&I"$1.8%*D')
#9),-78)8", &), 2H'SH 18, $*82'$SH" [+ &)), 2# - %' @ &', &*, $&A&2'-%2'1,)4$282" Yo H$*&.
0$*+$%0'=d'+)" #)8' &I"&#*'8),)88$/$-0",&4$&9'

| HO&/ %S/ &1), 24 - &' ) Y%o#$2&,&2'*) @ &) Yo#$*&'$8*+&6 - & -/ &HHS@0&'S,).- %" Yo $*&.
0)/-*$)%!




THANKYOU !!

I A big Thank you to David Fairfield and NGFA

(National Grain and Feed Association)

| Providing Information about the Sanitary Transportation

of Human and Animal Food on their VWebinar from July
7,2016




MORE INFORMATION

I Go to the FDA website:
| WWW.FDA.GOV/SAFEFEED

I Or go to the NGFA Summary on FSMA final rule on Sanitary
Transportation of Human and Animal Food:

| https://www.ngfa.org/wp-content/uploads/NGFA-Summary-of-

FSMA-Final-Regulations-For-Sanitary-Transportation-of-Human-
and-Animal-Food-2.pdf




Questions !

Contact Information:

Wayne Nighorn

President

Agres Consulting LLC
Wayne@wiagribusiness.org

Cell Phone: 920-621-4944




