
Title: FSMA on Small and Mid-sized Farms: Compliance, Enforcement, and Beyond  
  
Program Description: Thousands of small and mid-sized farms must comply in some 
part with the Food Safety Modernization Act (FSMA). FDA and state regulatory 
agencies are now verifying that these diverse businesses are complying with the 
Produce Safety Rule and Preventive Controls Rule. Yet, countless farmers do not know 
how these rules are being enforced, who is enforcing them, or what they must do to 
comply.  Based on our research, publications, and work with farms, we will discuss how 
these rules affect such farms, how these rules have been enforced, and what the future 
of these rules may look like. 
 
Presentation Outline: 
 

I. Implementing and Enforcing the FSMA Produce Safety Rule 
A. State vs. FDA inspections 
B. State authority vs. credentialing 
C. State agency conducting inspections 
D. Relevant state statutes and regulations for PSR implementation and 

enforcement 
 

Relevant state statutes and regulations for PSR implementation and enforcement 

State State or FDA 
Conducting 
Inspections 

Relevant State 
Agency 

Relevant State Law 

Alabama State (Under 
State Authority) 

Dep't of Agriculture 
and Industries 

Ala. Code § 20-1-3; Ala. 
Admin. Code 80-1-22.49 

Alaska State 
(Credentialed) 

Dep't of Env. 
Conservation 

N/A 

Arizona State (Under 
State Authority) 

Dep't of Agriculture Ariz. Rev. Stat.  
§§ 3-525 to -535.08 

Arkansas State (Under 
State Authority) 

Dep't of Agriculture Ark. Code Ann. §§ 2-16-201 
to - 214; Proposed Rule 

(Mar. 2020) 

California State 
(Credentialed) 

Dep't of Food and 
Agriculture 

Cal. Food & Agric. Code 
§42653 

http://agi.alabama.gov/divisions/food-safety/fsma
http://agi.alabama.gov/divisions/food-safety/fsma
https://codes.findlaw.com/al/title-20-food-drugs-and-cosmetics/al-code-sect-20-1-3.html
http://www.alabamaadministrativecode.state.al.us/docs/agr/80-1-22.pdf
http://www.alabamaadministrativecode.state.al.us/docs/agr/80-1-22.pdf
http://www.alabamaadministrativecode.state.al.us/docs/agr/80-1-22.pdf
https://dec.alaska.gov/eh/vet/produce/
https://dec.alaska.gov/eh/vet/produce/
https://www.agriculture.arkansas.gov/plant-industries/regulatory-section/produce-safety-program/
https://www.azleg.gov/viewdocument/?docName=https://www.azleg.gov/ars/3/00525.htm
https://www.azleg.gov/viewdocument/?docName=https://www.azleg.gov/ars/3/00525.htm
https://www.azleg.gov/viewdocument/?docName=https://www.azleg.gov/ars/3/00525.htm
https://www.azleg.gov/viewdocument/?docName=https://www.azleg.gov/ars/3/00525.htm
https://www.agriculture.arkansas.gov/produce-safety-program
https://advance.lexis.com/documentpage/?pdmfid=1000516&crid=bef5094c-8f9c-4252-bafa-db28020b6ea0&nodeid=AACAACAACAADAAC&nodepath=%2FROOT%2FAAC%2FAACAAC%2FAACAACAAC%2FAACAACAACAAD%2FAACAACAACAADAAC&level=5&haschildren=&populated=false&title=2-16-201.+Title.&config=00JAA2ZjZiM2VhNS0wNTVlLTQ3NzUtYjQzYy0yYWZmODJiODRmMDYKAFBvZENhdGFsb2fXiYCnsel0plIgqpYkw9PK&pddocfullpath=%2Fshared%2Fdocument%2Fstatutes-legislation%2Furn%3AcontentItem%3A4WVC-VRD0-R03K-D38G-00008-00&ecomp=f38_kkk&prid=44de8c7d-00e1-48f3-b5b7-40b3dd188830
https://advance.lexis.com/documentpage/?pdmfid=1000516&crid=bef5094c-8f9c-4252-bafa-db28020b6ea0&nodeid=AACAACAACAADAAC&nodepath=%2FROOT%2FAAC%2FAACAAC%2FAACAACAAC%2FAACAACAACAAD%2FAACAACAACAADAAC&level=5&haschildren=&populated=false&title=2-16-201.+Title.&config=00JAA2ZjZiM2VhNS0wNTVlLTQ3NzUtYjQzYy0yYWZmODJiODRmMDYKAFBvZENhdGFsb2fXiYCnsel0plIgqpYkw9PK&pddocfullpath=%2Fshared%2Fdocument%2Fstatutes-legislation%2Furn%3AcontentItem%3A4WVC-VRD0-R03K-D38G-00008-00&ecomp=f38_kkk&prid=44de8c7d-00e1-48f3-b5b7-40b3dd188830
http://170.94.37.152/REGS/209.02.20-001P-19883.pdf
http://170.94.37.152/REGS/209.02.20-001P-19883.pdf
http://170.94.37.152/REGS/209.02.20-001P-19883.pdf
https://www.cdfa.ca.gov/producesafety/about.html
https://www.cdfa.ca.gov/producesafety/about.html
https://codes.findlaw.com/ca/food-and-agricultural-code-formerly-agricultural-code/fac-sect-42653.html
https://codes.findlaw.com/ca/food-and-agricultural-code-formerly-agricultural-code/fac-sect-42653.html


Colorado State (Under 
State Authority) 

Dep't of Agriculture Colo. Rev. Stat. §§ 35-77-
101 to -111; 5 Colo. Code 

Regs. § 1002-84 

Connecticut State (Under 
State Authority) 

Dep't of Agriculture Conn. Gen. Stat. § 22-39g; 
Proposed Rule (Feb. 2020) 

Delaware State 
(Credentialed) 

Dep't of Agriculture Del. Code Ann. tit. 3 §§ 
101(1), (3), (6);  

3-300-302 Del. Admin. 
Code §§ 1.0 - 9.0 

Florida State 
(Credentialed) 

Dep't of Agriculture 
and Consumer 

Services 

N/A 

Georgia State (Under 
State Authority) 

Dep't of Agriculture Ga. Code Ann.  
§§ 26-2-440, 441;  

Ga. Comp. R. & Regs. 40-7-
20 

Hawaii State (Under 
State Authority) 

Dep't of Agriculture Haw. Rev. Stat.  
§§ 145-31 to -39 

Idaho State (Under 
State Authority) 

Dep't of Agriculture Idaho Code Ann. §§ 22-
5401 to -5407; Idaho Admin. 

Code r. 02.05.01 

Illinois FDA N/A N/A 

Indiana State (Under 
State Authority) 

Dep't of Health Ind. Code  
§§ 16-42-3.5, 3.5-1 

Iowa FDA N/A N/A 

Kansas State 
(Credentialed) 

Dep't of Agriculture N/A 

Kentucky State 
(Credentialed) 

Dep't of Agriculture N/A 

https://www.colorado.gov/pacific/agmain/food-safety
https://advance.lexis.com/documentpage/?pdmfid=1000516&crid=2c940a13-e0ef-4153-ab9f-513c21b39f63&nodeid=ABKAARAABAAB&nodepath=%2FROOT%2FABK%2FABKAAR%2FABKAARAAB%2FABKAARAABAAB&level=4&haschildren=&populated=false&title=35-77-101.+Legislative+declaration&config=014FJAAyNGJkY2Y4Zi1mNjgyLTRkN2YtYmE4OS03NTYzNzYzOTg0OGEKAFBvZENhdGFsb2d592qv2Kywlf8caKqYROP5&pddocfullpath=%2Fshared%2Fdocument%2Fstatutes-legislation%2Furn%3AcontentItem%3A5YWF-4WG1-JFDC-X1WD-00008-00&ecomp=f38_9kk&prid=b594b34e-c0a3-4fe9-bd55-828797d2bbbd
https://advance.lexis.com/documentpage/?pdmfid=1000516&crid=2c940a13-e0ef-4153-ab9f-513c21b39f63&nodeid=ABKAARAABAAB&nodepath=%2FROOT%2FABK%2FABKAAR%2FABKAARAAB%2FABKAARAABAAB&level=4&haschildren=&populated=false&title=35-77-101.+Legislative+declaration&config=014FJAAyNGJkY2Y4Zi1mNjgyLTRkN2YtYmE4OS03NTYzNzYzOTg0OGEKAFBvZENhdGFsb2d592qv2Kywlf8caKqYROP5&pddocfullpath=%2Fshared%2Fdocument%2Fstatutes-legislation%2Furn%3AcontentItem%3A5YWF-4WG1-JFDC-X1WD-00008-00&ecomp=f38_9kk&prid=b594b34e-c0a3-4fe9-bd55-828797d2bbbd
https://www.sos.state.co.us/CCR/GenerateRulePdf.do?ruleVersionId=8485&fileName=5%20CCR%201002-84
https://www.sos.state.co.us/CCR/GenerateRulePdf.do?ruleVersionId=8485&fileName=5%20CCR%201002-84
https://www.sos.state.co.us/CCR/GenerateRulePdf.do?ruleVersionId=8485&fileName=5%20CCR%201002-84
https://www.ct.gov/doag/cwp/view.asp?Q=603278&A=1401
https://www.cga.ct.gov/current/pub/chap_423.htm#sec_22-39g
https://eregulations.ct.gov/eRegsPortal/Search/getDocument?guid=%7B20398870-0000-C418-A4B0-EFD112E074E2%7D
https://eregulations.ct.gov/eRegsPortal/Search/getDocument?guid=%7B20398870-0000-C418-A4B0-EFD112E074E2%7D
https://eregulations.ct.gov/eRegsPortal/Search/getDocument?guid=%7B20398870-0000-C418-A4B0-EFD112E074E2%7D
https://agriculture.delaware.gov/food-products-inspection/produce-safety-rule/
https://delcode.delaware.gov/title3/c001/index.shtml
https://delcode.delaware.gov/title3/c001/index.shtml
https://regulations.delaware.gov/AdminCode/title3/300/302.shtml#TopOfPage
https://regulations.delaware.gov/AdminCode/title3/300/302.shtml#TopOfPage
https://regulations.delaware.gov/AdminCode/title3/300/302.shtml#TopOfPage
https://regulations.delaware.gov/AdminCode/title3/300/302.shtml#TopOfPage
https://regulations.delaware.gov/AdminCode/title3/300/302.shtml#TopOfPage
https://www.fdacs.gov/Divisions-Offices/Food-Safety
https://www.fdacs.gov/Divisions-Offices/Food-Safety
https://www.fdacs.gov/Divisions-Offices/Food-Safety
http://agr.georgia.gov/farm-safety-program.aspx
https://codes.findlaw.com/ga/title-26-food-drugs-and-cosmetics/ga-code-sect-26-2-440.html
https://codes.findlaw.com/ga/title-26-food-drugs-and-cosmetics/ga-code-sect-26-2-440.html
http://www.hifarmsafe.org/
https://www.capitol.hawaii.gov/hrscurrent/Vol03_Ch0121-0200D/HRS0145/HRS_0145-0031.htm
https://www.capitol.hawaii.gov/hrscurrent/Vol03_Ch0121-0200D/HRS0145/HRS_0145-0031.htm
https://agri.idaho.gov/main/inspections/fsma-main/produce-safety-rule/
https://legislature.idaho.gov/wp-content/uploads/statutesrules/idstat/Title22/T22CH54.pdf
https://legislature.idaho.gov/wp-content/uploads/statutesrules/idstat/Title22/T22CH54.pdf
https://adminrules.idaho.gov/rules/current/02/020501.pdf
https://adminrules.idaho.gov/rules/current/02/020501.pdf
https://adminrules.idaho.gov/rules/current/02/020501.pdf
https://www.in.gov/isdh/25773.htm
http://iga.in.gov/legislative/laws/2018/ic/titles/016/#16-42-3.5
http://iga.in.gov/legislative/laws/2018/ic/titles/016/#16-42-3.5
https://agriculture.ks.gov/divisions-programs/food-safety-lodging/kansas-produce-growers-inventory
http://www.kyagr.com/marketing/produce-safety.html


Louisiana State (Under 
State Authority) 

Dep't of Agriculture 
and Forestry 

La. Rev. Stat. Ann. §§ 
3:921-928 

Maine State 
(Credentialed) 

Dep't of Agriculture, 
Conservation, and 

Forestry 

N/A 

Maryland State (Under 
State Authority) 

Dep't of Agriculture Md. Code Ann., Agric. §§ 
16-101 to -111 

Massachusetts State (Under 
State Authority) 

Department of 
Agriculture and 
Conservation 

Mass. Gen. Laws ch. 128, § 
124 

Michigan State (Under 
State Authority) 

Dep't of Agriculture 
and Rural 

Development 

Mich. Comp. Laws § 
289.7112 

Minnesota State (Under 
State Authority) 

Dep't of Agriculture Minn. Stat. § 31.101 Subd. 
8 

Mississippi State (Under 
State Authority) 

Dep't of Agriculture 
and Commerce 

Miss. Code Ann. § 69-1-56 

Missouri State 
(Credentialed) 

Dep't of Agriculture N/A 

Montana State (Under 
State Authority) 

Dep't of Agriculture Mont. Code Ann. §§ 80-3-
301 to -306 

Nebraska State 
(Credentialed) 

Dep't of Agriculture N/A 

Nevada State 
(Credentialed) 

Dep't of Agriculture N/A 

New 
Hampshire 

State (Under 
State Authority) 

Dep't of Agriculture, 
Markets and Food 

N.H. Rev. Stat. Ann §§ 426-
A:1-6; N.H. Code Admin. R. 

Ann. Agr 3900.01-.06 

New Jersey State 
(Credentialed) 

Dep't of Agriculture N/A 

http://www.ldaf.state.la.us/animal-health/food-safety/fda-produce-safety-rule/
http://www.ldaf.state.la.us/animal-health/food-safety/fda-produce-safety-rule/
https://legis.la.gov/Legis/Law.aspx?d=1054868
https://legis.la.gov/Legis/Law.aspx?d=1054868
https://www.maine.gov/dacf/qar/fsma/index.shtml
https://www.maine.gov/dacf/qar/fsma/index.shtml
https://www.maine.gov/dacf/qar/fsma/index.shtml
https://mda.maryland.gov/foodfeedquality/Pages/Food-Safety-Modernization-Act.aspx
http://mgaleg.maryland.gov/mgawebsite/laws/StatuteText?article=gag&section=16-101&enactments=False&archived=False
http://mgaleg.maryland.gov/mgawebsite/laws/StatuteText?article=gag&section=16-101&enactments=False&archived=False
https://www.mass.gov/orgs/massachusetts-department-of-agricultural-resources
https://www.mass.gov/orgs/massachusetts-department-of-agricultural-resources
https://www.mass.gov/orgs/massachusetts-department-of-agricultural-resources
https://malegislature.gov/Laws/GeneralLaws/PartI/TitleXIX/Chapter128/Section124
https://malegislature.gov/Laws/GeneralLaws/PartI/TitleXIX/Chapter128/Section124
https://www.michigan.gov/mdard/0,4610,7-125-50772_51097-299783--,00.html
https://www.michigan.gov/mdard/0,4610,7-125-50772_51097-299783--,00.html
https://www.michigan.gov/mdard/0,4610,7-125-50772_51097-299783--,00.html
https://www.legislature.mi.gov/(S(ukhujxuxyk5mif522vh2xy4x))/mileg.aspx?page=getObject&objectName=mcl-289-7112
https://www.legislature.mi.gov/(S(ukhujxuxyk5mif522vh2xy4x))/mileg.aspx?page=getObject&objectName=mcl-289-7112
https://www.mda.state.mn.us/food-feed/produce-safety-program
https://www.revisor.mn.gov/statutes/cite/31.101#stat.31.101.8
https://www.revisor.mn.gov/statutes/cite/31.101#stat.31.101.8
https://www.mdac.ms.gov/bureaus-departments/regulatory-services/produce-safety-division/
https://www.mdac.ms.gov/bureaus-departments/regulatory-services/produce-safety-division/
https://advance.lexis.com/documentpage/?pdmfid=1000516&crid=443657cd-5f84-4ff9-b5e7-51dd090e13a9&config=00JABhZDIzMTViZS04NjcxLTQ1MDItOTllOS03MDg0ZTQxYzU4ZTQKAFBvZENhdGFsb2f8inKxYiqNVSihJeNKRlUp&pddocfullpath=%2Fshared%2Fdocument%2Fstatutes-legislation%2Furn%3AcontentItem%3A8R6F-FW92-D6RV-H3SD-00008-00&pddocid=urn%3AcontentItem%3A8R6F-FW92-D6RV-H3SD-00008-00&pdcontentcomponentid=234190&pdteaserkey=sr0&pditab=allpods&ecomp=h567kkk&earg=sr0&prid=20a77939-f8d8-451c-b717-347fcd0ed1b2
https://agriculture.mo.gov/plants/producesafety.php
https://agr.mt.gov/ProduceSafety
https://leg.mt.gov/bills/mca/title_0800/chapter_0030/part_0030/sections_index.html
https://leg.mt.gov/bills/mca/title_0800/chapter_0030/part_0030/sections_index.html
http://www.nda.nebraska.gov/producesafety/index.html
http://agri.nv.gov/Plant/FSMA/PSR/
https://www.agriculture.nh.gov/divisions/commissioner/food-safety.htm
https://www.agriculture.nh.gov/divisions/commissioner/food-safety.htm
http://www.gencourt.state.nh.us/rsa/html/XL/426-A/426-A-mrg.htm
http://www.gencourt.state.nh.us/rsa/html/XL/426-A/426-A-mrg.htm
http://www.gencourt.state.nh.us/rules/state_agencies/agr3900.html
http://www.gencourt.state.nh.us/rules/state_agencies/agr3900.html
http://www.gencourt.state.nh.us/rules/state_agencies/agr3900.html
https://www.nj.gov/agriculture/news/hottopics/topics070319.html


New Mexico State 
(Credentialed) 

Dep't of Agriculture N.M. Stat. Ann. § 76-1-2(N) 

New York State (Under 
State Authority) 

Dep't of Agriculture 
and Markets 

N.Y. Agric. & Mkts. Law § 
214-B; N.Y. Comp. Codes 
R. & Regs. tit. 1, § 273.1 

North Carolina State (Under 
State Authority) 

Dep't of Agriculture 
and Consumer 

Services 

N.C. Gen. Stat. § 106-139; 
02 N.C. Admin. Code 09b 

.0116(o)(51) 

North Dakota FDA N/A N/A 

Ohio State (Under 
State Authority) 

Dep't of Agriculture Ohio Rev. Code Ann. § 
3715; Ohio Admin. Code 

901:3-12 

Oklahoma State (Under 
State Authority) 

Dep't of Agriculture, 
Food, and Forestry 

Okla. Stat. tit. 2, § 2-2-
4(A)(2); Okla. Admin. Code 

§§ 35:37-17-1 to -5 

Oregon FDA N/A N/A 

Pennsylvania State 
(Credentialed) 

Dep't of Agriculture N/A 

Rhode Island State (Under 
State Authority) 

Dep't of 
Environmental 
Management - 

Division of Agriculture 

R.I. Gen. Laws § 2-1-10; 
250-40 R.I. Code R. § 00-2 

South Carolina State (Under 
State Authority) 

Dep't of Agriculture S.C. Code Ann.  
§§ 39-26-10 to - 170 

South Dakota FDA N/A N/A 

Tennessee State (Under 
State Authority) 

Dep't of Agriculture Tenn. Code Ann. §§ 53-1-
301 to - 303;  

Tenn. Comp. R. & Regs 
0080-04-15.01 

http://www.nmda.nmsu.edu/home/divisions/agricultural-production-service/produce-safety/
https://laws.nmonesource.com/w/nmos/Chapter-76-NMSA-1978?zoupio-debug#!fragment/zoupio-_Toc27143792/(hash:(chunk:(anchorText:zoupio-_Toc27143792),notesQuery:'',scrollChunk:!n,searchQuery:'%22food%20safety%22',searchSortBy:RELEVANCE,tab:search))
https://agriculture.ny.gov/food-safety/food-safety-modernization-act
https://agriculture.ny.gov/food-safety/food-safety-modernization-act
https://www.nysenate.gov/legislation/laws/AGM/214-B
https://www.nysenate.gov/legislation/laws/AGM/214-B
https://govt.westlaw.com/nycrr/Document/Ic24bb1b580c611e7a5bf8a84698b2395?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)
https://govt.westlaw.com/nycrr/Document/Ic24bb1b580c611e7a5bf8a84698b2395?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)
https://govt.westlaw.com/nycrr/Document/Ic24bb1b580c611e7a5bf8a84698b2395?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)
http://www.ncagr.gov/fooddrug/food/ProduceSafetyProgram.htm
http://www.ncagr.gov/fooddrug/food/ProduceSafetyProgram.htm
http://www.ncagr.gov/fooddrug/food/ProduceSafetyProgram.htm
https://www.ncleg.gov/EnactedLegislation/Statutes/PDF/BySection/Chapter_106/GS_106-139.pdf
http://reports.oah.state.nc.us/ncac/title%2002%20-%20agriculture%20and%20consumer%20services/chapter%2009%20-%20food%20and%20drug%20protection/subchapter%20b/02%20ncac%2009b%20.0116.pdf
http://reports.oah.state.nc.us/ncac/title%2002%20-%20agriculture%20and%20consumer%20services/chapter%2009%20-%20food%20and%20drug%20protection/subchapter%20b/02%20ncac%2009b%20.0116.pdf
http://reports.oah.state.nc.us/ncac/title%2002%20-%20agriculture%20and%20consumer%20services/chapter%2009%20-%20food%20and%20drug%20protection/subchapter%20b/02%20ncac%2009b%20.0116.pdf
http://reports.oah.state.nc.us/ncac/title%2002%20-%20agriculture%20and%20consumer%20services/chapter%2009%20-%20food%20and%20drug%20protection/subchapter%20b/02%20ncac%2009b%20.0116.pdf
https://agri.ohio.gov/wps/portal/gov/oda/divisions/food-safety/resources/produce-safety
http://codes.ohio.gov/orc/3715
http://codes.ohio.gov/orc/3715
http://codes.ohio.gov/oac/901%3A3-12
http://codes.ohio.gov/oac/901%3A3-12
http://codes.ohio.gov/oac/901%3A3-12
https://www.oda.state.ok.us/food/ProduceSafety.htm
https://www.oda.state.ok.us/food/ProduceSafety.htm
https://law.justia.com/codes/oklahoma/2018/title-2/section-2-2-4/
https://law.justia.com/codes/oklahoma/2018/title-2/section-2-2-4/
https://casetext.com/regulation/oklahoma-administrative-code/title-35-oklahoma-department-of-agriculture-food-and-forestry/chapter-37-food-safety/subchapter-17-produce-safety
https://casetext.com/regulation/oklahoma-administrative-code/title-35-oklahoma-department-of-agriculture-food-and-forestry/chapter-37-food-safety/subchapter-17-produce-safety
https://casetext.com/regulation/oklahoma-administrative-code/title-35-oklahoma-department-of-agriculture-food-and-forestry/chapter-37-food-safety/subchapter-17-produce-safety
https://www.agriculture.pa.gov/consumer_protection/FoodSafety/Pages/Produce-Safety-Rule.aspx
http://www.dem.ri.gov/programs/agriculture/fsma.php
http://www.dem.ri.gov/programs/agriculture/fsma.php
http://www.dem.ri.gov/programs/agriculture/fsma.php
http://www.dem.ri.gov/programs/agriculture/fsma.php
http://webserver.rilin.state.ri.us/Statutes/TITLE2/2-1/2-1-10.HTM
https://rules.sos.ri.gov/regulations/part/250-40-00-2
https://rules.sos.ri.gov/regulations/part/250-40-00-2
https://rules.sos.ri.gov/regulations/part/250-40-00-2
https://agriculture.sc.gov/divisions/consumer-protection/produce-safety/
https://www.scstatehouse.gov/code/t39c026.php
https://www.scstatehouse.gov/code/t39c026.php
https://www.tn.gov/agriculture/consumers/food-safety/ag-consumers-produce-safety0.html
https://casetext.com/statute/tennessee-code/title-53-food-drugs-and-cosmetics/chapter-1-tennessee-food-drug-and-cosmetic-act/part-3-produce-safety-effective-until-june-30-2021
https://casetext.com/statute/tennessee-code/title-53-food-drugs-and-cosmetics/chapter-1-tennessee-food-drug-and-cosmetic-act/part-3-produce-safety-effective-until-june-30-2021
https://publications.tnsosfiles.com/rules/0080/0080-04/0080-04-15.20200212.pdf
https://publications.tnsosfiles.com/rules/0080/0080-04/0080-04-15.20200212.pdf
https://publications.tnsosfiles.com/rules/0080/0080-04/0080-04-15.20200212.pdf
https://publications.tnsosfiles.com/rules/0080/0080-04/0080-04-15.20200212.pdf


Texas State (Under 
State Authority) 

Dep't of Agriculture Tex. Agric. Code Ann. § 
91.009; 4 Tex. Admin. Code 

§§1.11.1 - .43 

Utah State (Under 
State Authority) 

Dep't of Agriculture 
and Food 

Utah Code Ann. §§ 4-5-
103(1)(l), 104(9), 105; Utah 
Admin. Code r. 70-530-1 to 

-3 

Vermont State (Under 
State Authority) 

Agency of 
Agriculture, Food and 

Markets 

Vt. Stat. Ann. tit. 6,  
§§ 851 - 857 

Virginia State (Under 
State Authority) 

Dep't of Agriculture 
and Consumer 

Services 

Va. Code Ann.  
§§ 3.2-5146 to -5156 

Washington State (Under 
State Authority) 

Dep't of Agriculture Wash. Rev. Code §§ 
15.135.010 - .900 

West Virginia State 
(Credentialed) 

Dep't of Agriculture N/A 

Wisconsin State 
(Credentialed) 

Dep't of Agriculture, 
Trade and Consumer 

Protection 

N/A 

Wyoming FDA N/A N/A 

 

E. Enforcement challenges 
1. Farm definition & when multiple separate LLCs might be 

considered part of a single farm operation subject to the rule  
2. Cleaning vs. Sanitizing. Harvest tools should be cleaned and 

sanitized when necessary, and harvest tools also need a plan to be 
cleaned while in the field. According to 21 C.F.R. 112.123(d)(1) you 
must inspect, maintain, and clean and, when necessary and 
appropriate, sanitize all food contact surfaces of equipment and 
tools used in covered activities as frequently as reasonably 
necessary to protect against contamination of covered produce.  

a) Issue: "when reasonably necessary" only applies to 
sanitizing, NOT cleaning 

https://www.texasagriculture.gov/RegulatoryPrograms/FoodSafetyModernizationAct(FSMA).aspx
https://codes.findlaw.com/tx/agriculture-code/agric-sect-91-009.html
https://codes.findlaw.com/tx/agriculture-code/agric-sect-91-009.html
https://texreg.sos.state.tx.us/public/readtac$ext.ViewTAC?tac_view=4&ti=4&pt=1&ch=11
https://texreg.sos.state.tx.us/public/readtac$ext.ViewTAC?tac_view=4&ti=4&pt=1&ch=11
https://texreg.sos.state.tx.us/public/readtac$ext.ViewTAC?tac_view=4&ti=4&pt=1&ch=11
https://producesafety.utah.gov/
https://producesafety.utah.gov/
https://le.utah.gov/xcode/Title4/Chapter5/C4-5_2017050920170701.pdf
https://le.utah.gov/xcode/Title4/Chapter5/C4-5_2017050920170701.pdf
https://rules.utah.gov/publicat/code/r070/r070-530.htm
https://rules.utah.gov/publicat/code/r070/r070-530.htm
https://rules.utah.gov/publicat/code/r070/r070-530.htm
https://rules.utah.gov/publicat/code/r070/r070-530.htm
https://agriculture.vermont.gov/produceprogram
https://agriculture.vermont.gov/produceprogram
https://agriculture.vermont.gov/produceprogram
https://legislature.vermont.gov/statutes/chapter/06/066
https://legislature.vermont.gov/statutes/chapter/06/066
http://www.vdacs.virginia.gov/food-produce-safety.shtml
http://www.vdacs.virginia.gov/food-produce-safety.shtml
http://www.vdacs.virginia.gov/food-produce-safety.shtml
https://law.lis.virginia.gov/vacode/title3.2/chapter51.1/
https://law.lis.virginia.gov/vacode/title3.2/chapter51.1/
https://agr.wa.gov/departments/food-safety/produce-safety
https://app.leg.wa.gov/RCW/default.aspx?cite=15.135
https://app.leg.wa.gov/RCW/default.aspx?cite=15.135
https://agriculture.wv.gov/divisions/regulatoryandenvironmental/Produce-Safety/Pages/default.aspx
https://datcp.wi.gov/Pages/Programs_Services/SafeWisconsinProduce.aspx
https://datcp.wi.gov/Pages/Programs_Services/SafeWisconsinProduce.aspx
https://datcp.wi.gov/Pages/Programs_Services/SafeWisconsinProduce.aspx


b) You should evaluate and establish cleaning frequencies for 
both food contact and non-food contact surfaces, as well as 
sanitizing frequencies for food contact surfaces, as 
necessary and appropriate. You should schedule cleaning 
and sanitizing of equipment and tools with food contact 
surfaces after storage, after relevant production cycles (e.g., 
daily or between shifts), or as otherwise necessary to protect 
against contamination of covered produce. In some cases, 
you could determine that cleaning for both the non-food 
contact surfaces and the food contact surfaces of equipment 
and tools should occur at the same frequency. (Produce 
Safety Rule Draft Guidance, page 108, 
https://www.fda.gov/media/117414/download).  

c) Solution: Prove your cleaning harvest tools sufficiently by: 1. 
Create an SOP on when to clean harvest tools, and record 
every day the SOP was followed.  

2. Make sure there is a SOP and that the SOP is followed each 
day, and it is documented that the SOP is followed everyday 
that includes that "when employees take a break during 
harvest, their tools are going onto a clean surface, and then 
if they observe the tools needs cleaning, they will clean it 
(recommended that if dry environment, dry cleaning takes 
place, i.e. - paper towel or brush used on item, and SOP 
also includes how you will keep the brush clean-- as 
introducing water into field might increase other risks).   

d) "Yes, a once a day cleaning frequency could be sufficient, 
although I would ask how the farm accounts for 
contamination that might happen during the day.  For 
instance:   What happens when the harvester sticks their 
knife in the dirt during a break? What happens when the 
harvester harvests fresh produce with a tool that they then 
realize has animal fecal matter on it? What happens when 
the harvest process results in the accumulation of soil on the 
equipment/tools throughout the day? What happens when 
the harvester crew moves from one commodity to another 
commodity, such as from an RCR commodity to a covered 
commodity, or from a covered commodity to another covered 
commodity? There are other questions that could be asked 
also. The bottom-line though is that in 112.123, FDA does 
not prescribe a required frequency, recognizing that there 
are many factors which may influence the necessary 
cleaning frequency (commodity, harvest method, type of 
equipment)."  

3. Qualified Exemption- can a state come and inspect my farm if I’m 
qualified exempt?  

https://www.fda.gov/media/117414/download


a) Farm and Ranch Freedom Alliance v. Texas Department 
of Agriculture. http://farmandranchfreedom.org/wp-
content/uploads/2019/12/Final-Petition-FARFA-v-TDA-et-
al.pdf 

b) Argues this is in violation of the 4th Amendment because the 
farm has a right to be free from unreasonable and 
warantless searches and claims it also violated their due 
process 14th amendment rights because the Department is 
permitted to inspect an exempt farm if there is an 
“egregious” condition.  
 

II. Implementing and Enforcing FSMA Preventive Controls Rule (PCR) on Farms 
(Brian) 

A. Introduction to PCR (21 U.S.C. § 350g; 21 C.F.R. parts 117, 507) 
1. Rule is about controlling food safety throughout supply chain of 

processed foods 
2. Built on existing regulations and voluntary standards 
3. Regulating Human Food vs. Animal Food 

B. Farm vs. Farm Mixed Type Facility (FMTF) 
1. Overview of “food facility” — processing, manufacturing, packing, 

holding food for consumption in the United States (21 U.S.C. § 
350d) 

a) If activities of farm cause it to be considered a “food facility” 
→ FMTF (PCR applies to those activities) (21 C.F.R. § 
117.3) 

b) Activities-based definition — delineation between 
growing/harvesting (PSR may apply) and 
manufacturing/processing (PCR may apply)  

(1) Examples of growing/harvesting (draw from Sophia’s 
presentation) 

(2) Examples of manufacturing/processing (e.g., FDA 
Draft Guidance: Classification of Activities) 

2. FDA definition of “farm” (primary production and secondary 
activities) (21 C.F.R. § 117.3; draw from Kelly’s portion) 

3. FDA enforcement discretion  
C. Exemptions vs. Partial Exemptions vs. No Exemptions 

1. Totally exempt farms — no manufacturing/processing, packing, or 
holding 

2. Partially exempt activities — low-risk activities (21 C.F.R. § 117.5) 
3. Partially exempt — PCR activities conducted, but FMTF is Qualified 

Facility (QF or QFE) 
a) Generally based on sales and value of food (21 C.F.R. § 

117.3) 
b) Attestation (21 C.F.R. § 117.201) 
c) Withdrawal of qualified facility exemption (21 C.F.R. §§ 

117.251 - 117.287) 

http://farmandranchfreedom.org/wp-content/uploads/2019/12/Final-Petition-FARFA-v-TDA-et-al.pdf
http://farmandranchfreedom.org/wp-content/uploads/2019/12/Final-Petition-FARFA-v-TDA-et-al.pdf
http://farmandranchfreedom.org/wp-content/uploads/2019/12/Final-Petition-FARFA-v-TDA-et-al.pdf


4. No exemption/Full compliance 
a) Too big for QFE 
b) Withdrawal of QFE 

D. Degrees of Compliance 
1. Modified Requirements (QFE and certain storage facilities) (21 

C.F.R. §§ 117.201, 117.206) / Requirements that apply to 
enumerated activities, e.g., thermally processed low-acid foods in 
hermetically sealed containers, seafood, alcohol regulated by TTB, 
etc. (21 C.F.R. § 117.5) 

a) Current Good Manufacturing Practices (21 C.F.R. §§ 117.10 
- 117.110) 

b) Record-keeping requirements (21 C.F.R. § 117.301 - 
117.335) 

2. Hazard Analysis and Risk-Based Preventive Controls Rule 
(HARPC) + Supply Chain Program 

a) Subpart C basics (e.g., HARPC, preventive control, hazard, 
food safety plan) (21 C.F.R. §§ 117.126 - 117.190) 

b) Subpart G basics (e.g., Supply Chain Program, receiving 
facility, supply chain preventive control) (21 C.F.R. 
§§ 117.405 - 117.475) 

E. Overview of FDA violations for PCR 
1. Warning Letters 
2. Citations database 
3. Enforcement challenges for QFE FMTFs (build on Sophia’s last 

section here -- PSR inspections (mostly states) vs. PCR 
inspections (all FDA)) 
 

III. FSMA Future (Kelly) 
A. Traceability Rule — FDA said they will still release this by the end of the 

year / court ordered Sept. 2020 deadline  
1. After a recent lawsuit, FDA is required to now draft and implement 

a new proposed rule related to FSMA, the High Risk Foods 
Proposed Rule, by September 2020. Center for Food Safety v. 
Sharpless, Case no. 3:18-cv-06299 (N.D. Cal. June 7, 2019).   

a) The rule requires FDA to create a list of high risk rules and 
then implement certain record keeping requirements around 
that rule to ensure FDA is able to effectively trace the 
produce in the event of a foodborne illness outbreak.  

B. Produce Safety Rule inspections have been delayed due to COVID-19. 
https://www.fda.gov/news-events/press-announcements/coronavirus-
covid-19-update-fda-focuses-safety-regulated-products-while-scaling-
back-domestic  

C. FDA also included some new flexibility for the Qualified Exemption 
because of COVID-19. FDA does not intend to enforce the requirement in 
21 CFR 112.5(a)(1) that a majority of sales be to qualified end-users for a 
farm to be eligible for the qualified exemption under the Produce Safety 

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-focuses-safety-regulated-products-while-scaling-back-domestic
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-focuses-safety-regulated-products-while-scaling-back-domestic
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-focuses-safety-regulated-products-while-scaling-back-domestic


Rule. This policy applies to any calendar year COVID-19 is a public health 
emergency. https://www.fda.gov/media/138316/download  

D. Food Safety Outreach Program Requests for Applications Review: Who’s 
eligible and why your client, Dept. of Ag, etc. should consider applying? 7 
U.S.C. 7625.  

E. FDA states they will revise the ag water rule and farm definition but 
COVID19 delayed that progress so might be another year or two. 
https://www.fda.gov/media/110052/download  
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