Evaluating FSMA readiness
through voluntary programs

Michigan’s
Produce
Safety Risk
Assessment
For direct market

fruit and vegetable
producers
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Jordan DeVries, Produce Safety Technician at Newaygo Conservation District;
covering Kent, Lake, Mason, Muskegon, Newaygo, Oceana and Ottawa Counties




Supply Chain Strategies for Produce Safety
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Is FSMA for ME?...!!!

www.producesafetyalliance.org
www.canr.msu.edu/agrifood_safety

www. miffs.org www.fda.gov

Do you report >$1,000 in farm based annual sales on line 8 of IRS schedule F?
A) D Ll 525,000 produce? (both fresh and going t ing) EEE) | Produce .
) Do you sell >$25, produce? (both fresh and going to processing) e sk

Assessment

For direct market
fruit and vegetable

C) Do you sell FSMA covered produce? (not on exhaustive list of R.C.R.) producers

B) Do you conduct covered activities? (grow, harvest, pack, hold?)

1) if so, are you ineligible for a processing exemption? ‘

2) if so, are you ineligible for qualified (direct sales) exemption? ‘

-note: total farm sales cannot exceed $500,000 over pre. 3 yr. average-

2) If you answered YES to all, You are a FSMA-PSR covered farm

a) primary production farm? Grows, and can harvest/pack/hold

b) secondary activities farm? Does not grow, but can harvest/pack/hold i
‘ o




Am | Affected by the FSMA
Produce Rule?

The Produce Rule
sets standards for Do you grow, harvest,
farms that grow; pack or hold You are likely
harvest. pack, or produce (e.g. fruits, NOT covered
hold produice vegetables)? by the
ﬁ:rrhumqn Produce Rule
CONSLIMtiom.
Is any of the
produce you
grow and sall
usually
csnnsun'-edtm:;rj Is it only for
ee fooinate
| personal > i~:;
for produce lists i
to help you consumption?
decide.
MO,
none
Do you sell
T = ﬁmm“
(3 yravg)
of produce?

{1} Examples of produce uswally consumed row: kttuce.
mppies. Access the Bxts of covered and mon-oovered produce
faere (Mate that the fist of mon-cowered produce is exfieustive.
and all other produce is considered covered

Fattpo it b soallyraw

Fettp it b rarelveaw
Irn aoldition. sprowts are subject to different timelines and
special reguirements mot gddressed here. Aproot growers

Does the PRODUCE RULE apply to my farm? e S spes e

But you may be subject to the PREVENTIVE
farmi operation gno,
harvest, pack, or hold

*procuce”7 (see pg. 6 for « Do you gross $2% or less per wear n all produce sales (averaged across 3 yrs)?
definmion of produce| + Do you grow/harvest/paci/hold ondy procuce that's ranely consumsed raw (before
T answering see exhaustive 5T on pg. &)7
1 t J # Do you grow/harvest/packshold produce ondy for personalfon-famm
‘, COE s ptioan 7
T + Do you grow/Manest/paci/hold only procuce that's destined for commerclal
PRODUCE processing®
RIAL Spplim fugt i IF pou con answer “pes” to any of these queshions, follow the YES pebh IF the
""m,m:_rm answer is *na” o al of tham, foilow Bhe MO path,

avallable. Proceed, TI{-"- HI:

* ceeeeeeenc o 10 D U Gross less than $500Kvr in all food
You are not required to comply with the PRODUCE sakes? AND

RUAE zame time mist keep 2. 1s more than 504% of the value of thase
m;wm mm“:‘-' that you u"“‘.:r: sales bo “qualified end wsers™7

A “gqualified end user” ks
exemption options abowe. Froceed balow.
; = An Indiidual consuemer of food (not a

business ) or
You're elighbie for 2 Qualified Exemgtion, which irvahes: s A restmrant or retad food

* Labefing: If your produce requires a food stab@shmens that is efther In the same
b, the label must inclede the frms name & chabe mx e Barm o within 27% milec.

complete address. For prodece without a label, pou

must clearty display this info at every point of sale. IF you answer “yes” to BOTH I and 2, follow
&  Records: You must keep sales reconds to prove pau YES. IF fhe answer is “no” o either, foiow WO,
meet the requirements for a qualified exemption. R NO
« Enforcement: If an incident is inked to your famn, - YES i
enforoement action can stil be taken. -
¢ Withdraws of Evemption: FDA may withdraw your o have Mo Exemption. You misst comply
qualified exempt status-after giving notice and an with the full PRODUCE RULE which addresses
opportunity to rectity-if a fondbome liness |s directiy standards for the foliowing:
Enked to your farm oF they leam of snsate conditions = Agricuituml water {inmigation, washing)
oomduct. IE cam be reinstated laber oni. & Biokogical sofl amendments (raw manure,
= compast]
= Domesticated and wild animals

=  Peroonned qualifcations and tral ,and
+ [abefing: If a packaging label ks required, you must comply heakh and hyglene e

with the name B address requinement by lan 1, 20200 =
Iprmeenk, boecils, aned bDullding Suntathosn.
mwmmmthQHhrm} N EE?ungmmmB' "
& Reooisr The FOW axpects youl bo kesp sales records as :

of the effective date of the nile-Jan 26, 2006. You'll mesd =

to da am annual revies and verification at the end of S Sommp—:

each year to Semanstrate that you continue to satisty the ® Wy SN PO I YO OO O

qualified exemption. or kessiyr in all produce (awg 2 ¥rs), you
: - maust comply by lan 26, 2020,
- - &  Small Farms: If you gross $300k or less a
All farmers are still legally obligated to sall only safe food year i all prodisce {2eg 3 yrs], you must
umnder various federal and state |aws. Pus, safe food is what compdy by Jan 26, 2009,
your customers want! & Everyone ekse: By lan 36, 2008,
Reduce your risk of dabiity overall by lsarning about *  Agrinafsnd Water testing: You have 2
mvd complying with bhe PRODUCE RULE stxndands snd additional years to comply.
requirements, including adopting a food safety plan. s  Sprouts: 1 less year to comply.




Produce Safety Alliance grower training
**meets training requirement for PSR***
» Day-long Course Schedule

» Introduction to Produce Safety

» Worker Health and Hygiene
Training

» Soil Amendments

» Wildlife, Domestic Animals &
Land Use

» Production Water
» Postharvest Water

» Postharvest Handling and
Sanitation

» How to Develop a Farm Food
Safety Plan

» Evaluation and final questions




Mar. 28t South Haven

Interest for Bear
Lake/Scottville early April?

CURSO DE CAPACITACION PARA PRODUCTORES DE LA ALIANZA
PARA LA INOCUIDAD DE LOS PRODUCTOS AGRfCOLAS FRESCOS
(PRODUCE SAFETY ALLIANCE)-EN ESPANOL

. L JUEVES 21 DE FEBRERO DE 2019 - SOUTH HAVEN, MI
Spanish Language Trainings

May 30 South Haven
May 31 Hart

9:00 AM - 5:00 PM
Lake Michigan College - South Haven Campus, Room 221
125 Veterans Blvd, South Haven, Ml 49090

Para registrarse, Contacto a: Filiberto Villa Gomez 269-830-2309 filibertovilla@sbcglobal.net
VIERNES 22 DE FEBRERO DE 2019 - GRAND RAPIDS MI

9:00 AM - 5:00 PM
Kent County MSU Extension Office
775 Ball Ave NE, Grand Rapids, MI 49503

Para registrarse, Contacto a : Filiberto Villa Gomez 269-830-2309 filibertovilla@sbcglobal.net
ALOJADO POR AGRICULTORES LATINOS UNIDOS DE MIFFS & MSU EXTENSION

% Michigan Food & MICHIGAN STATE Pri_:!duce
Farming Systems-MIFFS UNIVERSITY
SL{:IPIP:‘(‘fL'HE' the Maar}.' Faes of Fﬂ.r'mi»y EXTE NS]ON asﬂ fﬁtNy: E

Formacion Gratuita Para Agricultores



Extension Bulletin E-3153 = December 2017

Michigan’s
Produce
Safety Risk
Assessment

For direct market
fruit and vegetable
producers

A voluntary and confidential produce safety
program that provides confidence that
inspected practices are consistent with the
current US. Food and Drug Administration
Produce Safety Rule as well as provides
recognition with a certificate of completion
of the program

Potential Steps to Compliance
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On Farm Readiness

Review _prR BT
Not points based . Q {!
Happens once e remeino= " S / =
Covers whole farm i
Covers critical areas ion 1.9
Voluntary _ :
Confidential e NaB ;-Assjf,j Resea;tffm. .; Orep
o ensio” =
tateec00 f;“;;mempi\;i;fé
Grower should attend Produce Safety Alliance Grower
Email ofrr@MSU.edu to schedule review team visi
Video: SREERdIN Css-reviews

Introduction, walk-around questions and disc

resource manual is left with grower to gui



Produce Safety
Risk Assessr__pent

[ Extenston Bulletin E-3153 = December 2017

Developed from 2010-
2016 Safe Food Risk Michigan’s
Assessment. Produce

AR R Al Safety Risk

Practices by Produce Assessment
Safety Technician TR,

Voluntary
Confidential

Meets PSR risk
assessment
requirements, good
‘onboarding’ exercise

Farm food safety plan required for certificate of completion
» Certificate from MDARD can be requested to display to cust

» Email Jordan.devries@macd.org to plan an appeintment,

» unlike OFRR, does not need to be conducted during harve

» Ideal for growers <$25k, process/direct sales exemptic


mailto:Jordan.devries@macd.org

What to Expect of a Regulatory Inspection

>

the inspector will call the farm owner,
manager, or person in charge, to schedule
the inspection.

During the pre-inspection call, the inspector
will make a preliminary determination about
whether the PSR applies to your farm.

If your farm is covered by the rule, the
inspector or investigator will schedule an
inspection date that works for both the
inspector and the person in charge. In most
cases, the inspection will be scheduled
within five (5) business days.

Can have unannounced inspection:

» 1. If your farm has had produce safety issues in
the past that have not been corrected;

» 2. If a follow-up inspection is needed, an
unannounced inspection may be needed to
observe the necessary changes;

» 3. If your farm is unresponsive or is unwilling to
set a date for the inspection; or

» 4. Inresponse to a complaint, recall, or
foodborne outbreak investigation.

COUNTERTHINK - “Weer oF ShumonelLk
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What to Expect of a Regulatory Inspection

» The first inspection for every farm, regardless of compliance year, will be an initial
inspection that will be verbal in nature with no inspection record. Exception:
egregious cond.

» The inspector will introduce himself or herself (name, title, agency), provide the
reason for the inspection, and show identification.

» The inspector will provide you with a brief description of the reason for the
inspection and activities to be conducted during the inspection.

» The inspector or investigator will ask you about the activities performed the day(s)
of the inspection, such as whether the farm is planting, harvesting, packing or
holding, and about the farm’s organization.




What to Expect of a Regulatory Inspection

» During the inspection, the inspector will observe your farm operation. This
may take several hours and the farm representative may or may not be asked
to join them. At the farm owner’s request, their lawyer, crop consultant, Food
Safety Plan consultant, or Farm Bureau Representative may join them on the
inspection. The inspector will not bring anyone else onto the farm except for
another trained inspector.

» He or she may ask questions about farming practices and operations that
cannot be observed during the inspection. It is very important that the farm
representative is able to clearly communicate their food safety management
practices, and the farm’s food safety culture.

» In course of the the second inspection, he or she will take notes, may take
pictures, may collect samples, and will review and may copy records, such as
worker training, water system inspection and sanitation agent use records.

» Throughout the inspection, the inspector or investigator will explain what is
being looked at and why. If there are any regulatory concerns, the inspector
or investigator will discuss them with you and explain the reason(s) for each
regulatory concern and the public health significance.



Regulatory inspection exit interview

» The inspector or investigator will go over any regulatory concerns and findings and
provide you with information on resources and technical assistance.

» If you are able to make corrections during the inspection, the inspector or investigator
will document them.

» If the deficiency cannot be corrected during the inspection, the inspector or investigator
will work with you to determine a reasonable time frame to implement preventive
measures and corrective actions.

» If an egregious condition is encountered, the inspector will be forced to take further
action, including reporting to the Food and Drug Administration’s Office of Regulatory
Affairs.

» During the exit interview, the inspector or investigator will also identify preventive
produce safety practices and conditions on your farm based on the requirements of
the PSR. The inspector or investigator will also answer any questions you may have
regarding the inspection.

» He or she will also provide you with an inspection sheet with agency contact information
that will document the inspection.



Regulatory inspection sheet, form 4056

FARM NAME (inClude business name, if afigrent)

DATE[S) OF WSPECTION FEI NUWBER

I you have any QUEshOns. please CONLact e reguLItary agency at the PO NUMDEr and J0Xess above

Representatives of the reguiatony agency should record observations consisient with procedures estatilshed for conduct of
nspechons, Includng adational nstructions that appedr i Chapter 5 of the 10M, availabie at
Do Meewrw 199 QovACE CIANSpeCions/IOM

Representatives of he reguiaiony 3oency should check oné of e IKBOWInG 0pBions. AS noled above, Ths i not 3 Bnal FDA
datermination of compliance, of non-complance, with the Produce Safety Rule (21 CFR Part 112) or any other kgl
requrement

|| Duning an nspection of e 0peranon (1) (we) Bd NOt cbEErVe Ny CONAIBONS NAY PIACHes 10 b reponed on s fom
|| During an nspection of the operason (1) (we) cbserved the Tolowing conditions and/or Drachices as described below

Personnel Quatificabions and Training (21 CFR Part 112, SubpartC)
1§ 11221 and 112 22 Qualfications and franing for personned who handie (contact) covered produce of food contact
wrfaces
[ | Omsarvaion | | Comective action taken
Descrpbon

2 §112.23 Assgnment or iSentfication of supenvisons
] Ctservation || Comectve acton taken
Descripton




Sanitation of tools and
equipment

SaniDate® 5.0

{Aternate Brand Names: StorQx £0 Post Harvest Treatment, GreenCiean Llax Aigascige,
SaniDate WTO, GreenCizan WTO, GreenCizan Liguid .0

FOR COMMERCLAL USE
» FSMA Records required for sanitation activities (use of ABTER LAGEL
sanitizing agent) Sublabel A: General Uses
» Sanitation not required, but PSR has a “catch-all” - S ————
phrase § 112.112 that says you must provide reasonable Sublabel C: Aquatic uses
assurances that produce is not contaminated with
microorganisms of public health significance” ACCEPTED
» Good idea to assess workers use of knives, aprons, ey e e B 2:3?,,...
gloves, pick bags. - BT e
TOTAL: 1000 J e feyg 70295-19
» Can grower ensure that they stay clean or are
o4 o ? ‘
sanitized adequately? soks by .
22 Meadow Strest 70299: Manufacturer (Biosafe Systems, LLC)

» New Produce Safety Alliance factsheet: Introduction to
Selecting an EPA-Labeled Sanitizer

East Hartiord, CT D108
Tei.: (588) I73-3088

19: Product (Sanidate 5.0)

EPMA Regatratios No.. 7000 -10
EPA Establshmeant No.. EPA Eal No &7841-L-001 CEUSISN-I01 (8280108001
Net Comlants: 25 & 30 55 275 galons

Chemical Sanitizer Monitoring Form ) _/:—-N

- Figure 1: Sanidate 5.0 is a commonly used sanitizer with the
EPA registration number 70299-19. The first field, 70299, is
7 spedific to the manufacturer (Biosafe Systems, LLC), and the

o : second field, 19, identifies the Sanidate 5.0 product itself. In

} this example, there is no third number because the company

does not have a private label.

Date Initials Test Strip Results Use




Disposal of used wash line graywater

» In Michigan, produce wash water is
considered wastewater subject to
DEQ Part 451, you must apply for
discharge permit to dispose of it, no
matter how clean it is.

» Permit cost is $200, can land-apply
at agronomic rate, or dispose of in
DEQ approved wastewater
treatment structure.

» Must take samples of each solution
to be discharged and apply for
separate permit for each solution

» MDARD currently working with MDEQ
to allow for produce farm
exemption, similar to livestock
exemption for manure lagoon waste
land application




Water system inspection

» Grower will be expected to be able
to articulate ability to anticipate
produces safety risks through ag.
production water.

» Risk assessment

» Corrective action

» Documentation & recordkeeping

» Production/postharvest water testing
requirements still being determined
by FDA, but likely to remain intact.

Manitouli
Island

» Approved irrigation water labs:

» www.canr.msu.edu/news/find_the_ri
ght_water_testing_lab_for_food_safe
ty_modernization_act_produce

N:-.;*.--"-; ville




Feces from
confined animal
feeding operation

g Vegetative
NDufter

o b

Bird
droppings

Feces from

free-range cattle
_-______---
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Qualified (direct sales)
exemption eligible?

» During the previous 3-year period, more than
half of the average annual monetary value of
the food the farm sold was directly to
qualified end-users:

» The consumer of the food (consumer does not
include a business); or

» A restaurant or retail food establishment that
is located:

» In the same State or the same Indian
reservation as the farm that produced the
food; or

» Not more than 275 miles from such farm

The average annual value of all food the farm sold
during the 3-year period preceding the applicable
inspection compliance year was less than $500,000

Tl
Aor w8 R




If your farm is eligible for the qualified exemption,
you must follow modified requirements by 1/1/2020:

1. When a food packaging label is required, you must prominently

and conspicuously display on the food packaging label the
name and the complete business address of the farm where the
produce was grown; or

. When a food packaging label is not required on food you must
prominently and conspicuously display, at the point of
purchase, the name and complete business address of the farm
where the produce was grown, on a label, poster, signh, placard
(internet sales: e-notice)




If your farm is eligible for the qualified exemption,
you must follow modified requirements by 1/1/2020:

3. A qualified exempt farm must keep adequate records necessary to
demonstrate that the farm satisfies the criteria for the qualified
exemption including:

1. Records that show the farm is below the $500,000 sales threshold.

2. Selling more to qualified end users than non-qualified end users (50% +1
rule). -Using line 8 on schedule F tax filing (3 yr inflation adjusted avg.)

3. That the purchaser is a qualified end user (retail consumers, direct sales
to restaurants, grocery stores)

4. The farm must also keep a written record that reflects an annual
review and verification of the farm’s continued eligibility for the
qualified exemption. (signed review by responsible party)
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e Vichigan
N On-Farm Produce Safety

» Landen Tetil Produce Safety Technician Marquette
Conservation District P: 906-226-8871 x105
E: Landen.Mgtcondist@gmail.com

»  Jordan DeVries Produce Safety Technician Newaygo
Conservation District P: 231-225-3072
E: Jordan.Devries@macd.org

»  Michelle Jacokes Produce Safety Technician Manistee
Conservation District P: 231-889-9666
E: Michelle.Jacokes@macd.org

»  Emily Hale Produce Safety Technician Blue Water
Conservation District P: 810-404-5083
E: Emily.Hale@macd.org

> Micah Futcnison Produce Safety Technician Genesee
Conservation District P: 810-820-2681
E: Micah.Hutchison@macd.org

Victoria.Toney@macd.org

MSU Extension Agrifood Safety: Heather Borden FSMA
Produce Safety Logistics Coordinator P: 517.768.2038
E: bordenhe@msu.edu



mailto:Landen.Mqtcondist@gmail.com
mailto:Jordan.Devries@macd.org
mailto:Michelle.Jacokes@macd.org
mailto:Emily.Hale@macd.org
mailto:Micah.Hutchison@macd.org
mailto:Victoria.Toney@macd.org
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