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Key	  Goals	  for	  Today	  

•  Iden5fy	  some	  ques5ons	  and	  challenges	  
FSMA	  will	  bring	  for	  produce	  growers	  

•  Outline	  what	  the	  Produce	  Safety	  Alliance	  
(PSA)	  is	  doing	  to	  support	  growers	  

•  Answer	  ques5ons	  



It	  Depends!	  
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And	  why	  I	  am	  hoping	  we	  get	  
some	  discussion	  at	  the	  end!	  

How	  is	  it	  likely	  to	  impact	  
growers?	  

Which	  is	  why	  it	  is	  good	  to	  be	  
talking	  about	  it	  now!	  



FDA	  Food	  Safety	  ModernizaEon	  Act	  
&	  Proposed	  Produce	  Safety	  Rule	  
•  DraL	  released	  1-‐4-‐13	  
•  Supplemental	  released	  9-‐29-‐14	  
•  Final	  Rule	  expected	  October	  2015	  
	  
•  Proposed	  Produce	  Rule:	  

Focus	  on	  the	  growing,	  	  
harves5ng,	  and	  post-‐harvest	  	  
handling	  of	  	  produce	  

•  Focus	  is	  on	  the	  preven5on,	  	  
not	  detec5on	  of	  issues	  



Produce	  Rule:	  Areas	  of	  Focus	  
– Agricultural	  water	  
– Biological	  soil	  amendments	  
– Domes5cated	  and	  wild	  animals	  
– Personnel	  qualifica5ons,	  training,	  
and	  health	  and	  hygiene	  
– Equipment,	  tools,	  buildings,	  and	  
sanita5on	  



FSMA	  Time	  Frame…in	  Theory!	  

DraL	  Rule	  Released	  

Final	  rule	  published	  in	  
Federal	  Register	  

Large	  growers	  (>
$500K)	  comply	  -‐	  

2	  years	  

Small	  growers	  
($250-‐500K)	  

comply	  -‐	  3	  years	  

Very	  small	  	  growers	  
($25-‐250K)	  comply	  -‐	  

4	  years	  

Jan  
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Nov  
2013 
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2015 

2016-2
017 

2016-2
018 

2016- 
2019 

Public	  Comment	  End	  
November	  22,	  2013	  

Supplemental	  Comments	  	  
Due	  Dec.	  15th	  

Fall  
2014 2020+ 
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Add	  an	  addi5onal	  2	  
years	  to	  each	  

business	  size	  for	  
compliance	  with	  the	  
water	  standards	  



Produce	  Safety	  Rule	  or	  	  
PrevenEve	  Controls	  Rule	  

•  PSR	  Supplement	  clarified	  many	  issues	  
– Allowance	  for	  handling	  others	  produce	  
– Same	  ac5ons	  do	  not	  increase	  risks	  

•  Likely	  s5ll	  some	  concerns	  
– Defining	  distance	  that	  is	  s5ll	  same	  farm	  
“one	  general	  physical	  loca5on”	  

– Food	  hubs	  
– Others	  



Updated:	  Proposed	  ExempEons	  
1.  Produce	  rarely	  consumed	  raw	  

2.  Produce	  des5ned	  for	  ‘kill-‐step’	  	  	  	  	  
processing	  

3.  Produce	  for	  personal/on-‐farm	  
consump5on	  

4.  Make	  <$25,000	  in	  all	  produce	  sales	  
(3	  year	  average)	  



Updated:	  Qualified	  ExempEons	  

•  Farms	  may	  be	  exempt	  if	  they:	  
§  Average	  gross	  sales	  of	  food	  sold	  in	  

previous	  3	  years	  is	  <$500,000	  
AND	  

§  Sell	  to	  qualified	  end	  users	  either:	  
A.	  Direct	  to	  consumer	  
B.	  Restaurant,	  retail	  food	  establishment	  in	  
same	  state	  or	  within	  275	  miles	  of	  where	  
produce	  was	  grown	  
	  



Proposed	  ExempEons	  

•  Total	  Produce	  Sales	  applies	  to	  
$25,000	  exemp5on	  

•  Total	  Food	  Sales	  applies	  to	  
“Qualified	  Exemp5ons”	  

•  Is	  likely	  to	  be	  confusion	  because	  
of	  Food	  including	  animal	  food	  

•  Confusion	  about	  qualified	  
exemp5ons	  vs.	  full	  exemp5ons	  

•  Others	  



Produce	  Farms	  Exempt	  or	  Not	  Covered	  
by	  the	  Produce	  Rule	  

189,000	  
Total	  Produce	  

Farms	  

154,000	  
Exempt/	  

Not	  covered	  

35,000	  
Covered	  



Growers	  may	  be	  exempt	  from	  the	  
regulaEon,	  but	  not	  from	  the	  market	  place.	  	  



EVERY	  produce	  grower	  should	  
have	  some	  produce	  safety	  
knowledge	  AND	  access	  to	  
educaEon	  and	  training	  



Agricultural	  Water	  Standards	  &	  
TesEng	  Requirements	  
•  Originally	  proposed	  for	  surface	  water:	  
–  <235	  CFU/100ml	  generic	  E.coli	  single	  sample	  or	  
a	  rolling	  geometric	  mean	  <126	  CFU	  

–  	  Test	  once	  every	  7	  days	  during	  growing	  season	  
•  Supplemental	  for	  surface	  water:	  
–  <126	  CFU/MPN	  generic	  E.	  coli	  per	  100	  ml,	  
geometric	  mean	  (n=5)	  AND	  a	  sta5s5cal	  
threshold	  value	  of	  <410	  CFU/MPN	  generic	  E.	  
coli	  per	  100	  ml	  

–  Tes5ng	  dependent	  on	  water	  quality	  profile	  

	  
	  



Establishing	  a	  Water	  Quality	  Profile	  
START:	  

Establish	  water	  quality	  profile	  
Take	  20	  samples	  over	  two	  years	  

ANNUALLY:	  
Take	  5	  samples	  

Compare	  to	  established	  water	  
quality	  profile	  

SAMPLING	  DOES	  NOT	  MATCH	  
PROFILE:	  

Use	  the	  5	  annual	  samples,	  plus	  an	  
addi5onal	  15	  new	  samples	  (20	  total)	  to	  

establish	  a	  new	  profile	  

SAMPLING	  DOES	  MATCH	  PROFILE:	  
Con5nue	  to	  test	  5	  samples	  annually	  

TEN	  YEAR	  RE-‐EVALUATION:	  
Take	  20	  samples	  to	  establish	  a	  new	  

water	  quality	  profile	  

-‐  APPLY	  ALTERNATE	  METHODS:	  
-‐	  Time	  interval	  to	  achieve	  0.5	  log	  
microbial	  die-‐off	  per	  day	  between	  
water	  applica5on	  and	  harvest	  

-‐  Time	  interval	  between	  harvest	  and	  
end	  of	  storage	  to	  achieve	  microbial	  
die-‐off	  

-‐  Other	  ac5vi5es	  that	  may	  achieve	  
microbial	  die-‐off,	  i.e.	  washing	  

-‐  Discon5nue	  use	  



•  Calcula5on	  Issues	  
– Rolling	  geometric	  mean	  	  
– Sta5s5cal	  threshold	  value	  
– 0.5	  log	  reduc5on	  	  
•  Think	  it	  is	  half	  of	  a	  1.0	  log	  reduc5on!	  
• Reasonable	  to	  depend	  on	  labs	  or	  apps?	  

ProducEon	  Water	  Challenges	  



•  20	  samples	  over	  two	  years	  for	  the	  
baseline	  is	  perceived	  as	  being	  too	  much	  
– Some	  farms	  only	  use	  water	  for	  a	  month	  	  
–  	  Some	  farms	  might	  be	  stuck	  in	  a	  unending	  
loop	  depending	  on	  water	  quality	  

•  Availability	  of	  labs	  
•  Costs	  ($30-‐50	  per	  test)	  
•  Others	  

ProducEon	  Water	  Challenges	  



Updated:	  Soil	  Amendments	  
•  FDA	  has	  proposed	  deferring	  ac5on	  on	  the	  use	  
of	  raw	  soil	  amendments	  and	  has	  proposed	  to	  
remove	  the	  9	  month	  applica5on	  interval	  

•  FDA	  will	  be	  working	  with	  USDA	  ARS	  to	  facilitate	  
research,	  risk	  assessment,	  and	  incen5vizing	  
compos5ng	  prac5ces	  



•  PSR	  Supplement	  is	  perceived	  as	  saying	  
zero	  days	  to	  harvest	  is	  ok	  for	  raw	  manure	  
–  I	  do	  not	  believe	  this	  is	  the	  intent	  

•  NOP	  limits	  used	  by	  many	  
•  How	  does	  FDA	  intend	  to	  make	  a	  decision	  
about	  applica5on	  to	  harvest	  interval?	  

	  
PSA	  will	  be	  hos5ng	  webinars	  and	  a	  Soil	  Summit	  
on	  December	  1-‐2,	  2015	  in	  Geneva,	  NY	  

Soil	  Amendments:	  
Raw	  Manure	  Use	  



Post-‐Harvest	  Water	  Quality	  Criteria	  

•  Produce	  Safety	  Rule	  says	  zero	  E.	  coli	  for	  
postharvest	  water	  

•  If	  using	  water	  for	  drinking	  water	  it	  needs	  to	  
be	  zero	  total	  coliforms	  	  
•  EPA	  drinking	  water	  standards	  

•  Confusion	  in	  balancing/delivering	  message	  
•  Others	  



Cleaning	  and	  SanitaEon	  

•  Many	  ques5ons	  about	  wood	  
•  Can	  we	  use	  it?	  
•  Are	  they	  going	  to	  outlaw	  it?	  

•  All	  the	  many	  things	  that	  cannot	  be	  taken	  
apart	  for	  cleaning	  and	  sani5zing	  

•  Liple	  knowledge	  of	  detergents	  or	  sani5zers	  
•  Not	  sure	  where	  to	  begin	  
•  Not	  sure	  how	  they	  differ	  

•  Guidance	  documents	  	  
•  Others	  



Other	  Concerns	  
•  Domes5cated	  and	  wild	  animals	  
•  There	  is	  no	  perfect	  exclusion	  AND	  growers	  are	  

already	  doing	  what	  they	  can	  to	  avoid	  crop	  loss	  

•  Personnel	  qualifica5ons,	  training,	  
and	  health	  and	  hygiene	  
•  Development	  of	  mul5-‐lingual	  SOPs	  

•  Recordkeeping	  
•  Many	  recordkeeping	  requirements	  

Expecta5on	  that	  growers	  know	  how	  to	  assess	  
risks	  and	  implement	  food	  safety	  prac5ces!	  
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…And	  to	  quote	  Joe	  Reardon	  

“Someone	  needs	  to	  have	  the	  
checkbook	  to	  pay	  for	  this”	  
	  
•  Funding	  for	  implementa5on	  is	  
definitely	  a	  concern	  and	  an	  issue	  
§  Equipment	  that	  is	  sanitarily	  designed	  
§ Water	  tests	  
§  Training	  support	  
§  Infrastructure,	  recordkeeping,	  etc.	  



We	  are	  here!	  

Things	  you	  should	  
know	  about	  FSMA	  
and	  produce	  safety!	  



•  Coopera5ve	  agreement	  between	  Cornell	  
University,	  FDA,	  and	  USDA	  

•  Established	  in	  2010	  
•  Focused	  on	  outreach	  and	  educa5on	  to	  
assist	  growers	  with	  mee5ng	  regulatory	  
and	  market	  food	  safety	  requirements	  

Produce	  Safety	  Alliance	  
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•  Fresh	  produce	  growers,	  packers,	  and	  
grower	  coopera5ves	  with	  special	  
emphasis	  on	  small	  and	  very	  small	  scale	  
farms	  and	  packinghouses	  
– Not	  to	  the	  exclusion	  of	  any	  farmer!	  

•  Regulatory	  personnel	  
•  All	  others	  interested	  in	  produce	  food	  

safety,	  GAPs,	  and	  co-‐management	  

Target	  Audience	  



Primary	  Goals	  
	  •  Educa5on	  and	  outreach	  to	  improve	  
understanding	  and	  implementa5on	  of	  	  
Good	  Agricultural	  Prac5ces	  (GAPs),	  	  
co-‐management	  strategies,	  regulatory	  
requirements	  associated	  with	  Produce	  Rule	  

•  Collec5ng	  informa5on	  related	  to	  produce	  
safety,	  GAPs,	  co-‐management	  and	  FDA's	  
produce	  safety	  regula5on	  	  
•  GAPs	  Educa5on	  and	  Training	  Materials	  
Conference	  in	  June	  2011	  

•  www.producesafetyalliance.cornell.edu	  



More	  Primary	  Goals	  
•  Develop	  a	  standardized	  educa5onal	  curriculum	  
to	  increase	  understanding	  of	  produce	  safety	  	  
–  As	  proposed,	  training	  will	  be	  required	  
–  112.22	  (c)	  At	  least	  one	  supervisor	  from	  the	  farm	  
must	  complete	  food	  safety	  training	  at	  least	  
equivalent	  to	  the	  standardized	  curriculum	  
recognized	  by	  the	  FDA	   	  	  

•  Build	  na5onal	  networks	  
•  Train	  trainers	  to	  build	  cadre	  of	  qualified	  
instructors	  

•  Conduct	  grower	  trainings	  
•  Collaborate	  for	  interna5onal	  training	  



Curriculum	  Development	  Process	  

Complete:	  May	  2012	  

Complete:	  June	  2012	  

•  TTT	  Pilot	  Dec	  17-‐18,	  2014	  
•  Grower	  Pilot	  Jan	  26,	  2015	  

Complete:	  Dec	  2012	  

•  10	  WCs,	  72	  calls	  
•  178	  Unique	  WC	  Members	  
•  549	  Total	  WC	  Members	  

•  8	  Na5onwide	  grower	  focus	  groups	  



Produce	  Safety	  Alliance	  Curriculum	  
~	  Seven	  hours	  of	  dedicated	  instruc5on	  that	  can	  
be	  delivered	  in	  one	  day:	  
•  Worker	  Health,	  Hygiene,	  and	  Training	  
•  Water	  
•  Soil	  Amendments	  
•  Wildlife	  and	  DomesEc	  Animals	  
•  FaciliEes,	  Equipment,	  and	  Tools	  
•  How	  to	  Develop	  a	  Farm	  Food	  Safety	  Plan	  

	  

	  CompleAon	  of	  course	  results	  in	  cerAficate	  from	  
	  AssociaAon	  of	  Food	  and	  Drug	  Officials	  (AFDO)	  to	  
	  meet	  regulatory	  requirement	  for	  training	  
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Common	  Training	  QuesEons	  
•  Will	  growers	  be	  grandfathered	  in	  if	  they	  
are	  already	  GAPs	  trained/cer5fied?	  
–  No,	  not	  to	  my	  knowledge	  
–  FSMA	  PSR	  is	  new	  as	  is	  the	  PSA	  curriculum	  
–  Note:	  	  It	  WILL	  be	  basic	  for	  these	  growers!	  

•  Are	  other	  curriculums	  acceptable	  for	  this	  
training	  requirement?	  
–  FSMA	  PSR	  outlines	  op5ons	  for	  equivalency	  
–  FDA	  has	  not	  yet	  said	  how	  to	  do	  this	  
–  PSA	  is	  open	  access	  and	  has	  been	  a	  na5onal	  
development	  effort	  



Challenges	  to	  Developing	  a	  Cadre	  of	  
Qualified	  Trainers	  

•  Diverse	  exper5se	  required	  
– Many	  competency	  areas	  	  

•  Ability	  and	  desire	  to	  be	  involved	  
–  Extension	  people	  already	  busy	  or	  GONE	  
–  Private	  trainers	  need	  to	  make	  it	  pay	  

•  Funding	  
–  Growers	  have	  limited	  funds	  to	  pay	  for	  all	  
associated	  expenses	  

•  Trainers	  required	  to	  be	  trained	  
–  Expense	  and	  effort	  involved	  
–  Cer5fica5on	  through	  Associa5on	  of	  Food	  and	  Drug	  
Officials	  (AFDO)	  
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CollaboraEon	  Key	  to	  Success!	  

•  PSA	  success	  due	  to	  collabora5on	  
– Educa5onal	  Materials	  Conference	  
– Working	  Commipees	  and	  Focus	  Groups	  
– Pilots	  

•  PSA	  Educators	  Group	  
	  

NC	  colleagues	  have	  been	  generous	  and	  
key	  contributors!	  	  	  



PSA	  Right	  Now!	  
•  Planning	  to	  launch	  in	  June	  2015	  
–  Ini5ally	  focus	  on	  train	  the	  trainers	  to	  build	  network	  
of	  qualified	  trainers	  na5onally	  

•  Expanding	  the	  PSA	  
–  Hiring	  regional	  extension	  associates	  to	  expand	  
training	  op5ons	  

•  Make	  grower	  trainings	  widely	  available	  and	  
accessible	  
–  Prepare	  growers	  to	  meet	  market	  demand	  and	  
regulatory	  requirements	  

•  Con5nue	  to	  expand	  collabora5ve	  networks	  



The	  PSA	  Website	  	  
hfp://producesafetyalliance.cornell.edu/	  

•  You	  can	  even	  friend	  
	  us	  on	  Facebook!	  

•  Join	  the	  listserve!	  

•  Contact	  us!	  
Elizabeth	  A.	  Bihn,	  Ph.D.,	  PSA	  Director,	  eab38@cornell.edu,	  315.787.2625	  
Gretchen	  L.	  Wall,	  M.S.,	  PSA	  Coordinator,	  glw53@cornell.edu,	  607.255.6806	  


