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On	  the	  Agenda	  

•  FSMA	  and	  HARPC	  
•  Ge=ng	  Started	  
•  The	  Components	  of	  a	  Food	  Safety	  Plan	  
– Hazard	  Analysis	  
–  Preven*ve	  Controls	  
–  Correc*ve	  Ac*ons	  
–  Recall	  Plan	  

•  Enforcement	  
•  Q/A	  

	  



Food	  Safety	  Moderniza*on	  Act	  

•  FSMA	  
– ShiIs	  the	  focus	  FROM	  responding	  to	  
contamina*on	  TO	  preven*on	  

– Calls	  for	  industry	  to	  take	  a	  fresh	  look	  at	  processes	  
and	  procedures	  

– Focuses	  on	  high	  risk	  foods	  and	  circumstances	  
– Gives	  FDA	  unprecedented	  authority	  to	  review	  
records	  and	  take	  ac*on	  



HARPC	  
•  The	  system	  used	  to	  control	  the	  different	  
hazards	  found	  in	  different	  facili*es	  that	  
manufacture	  food.	  	  
– Each	  food	  manufacturing	  facility	  owned	  and	  
operated	  by	  a	  food	  company	  must	  have	  its	  own	  
HARPC	  plan	  if	  there	  are	  any	  differences	  in	  the	  
foods	  it	  manufactures	  between	  facili*es.	  	  

– The	  food	  company	  must	  include	  each	  validated	  
HARPC	  plan	  for	  each	  of	  its	  facili*es	  in	  its	  food	  
safety	  plan.	  



Isn’t	  HACCP	  the	  Same	  Thing?	  



Ge=ng	  Started	  
ü Iden*fy	  Your	  Food	  Safety	  Team	  
ü Designate	  Your	  Preven*ve	  Controls	  Qualified	  
Individual	  

ü Perform	  Gap	  Analysis/Hazard	  Analysis	  
ü Write	  up	  Food	  Safety	  Plan	  
ü Determine	  Record	  Keeping	  System	  
ü Establish	  System	  to	  Maintain	  and	  Document	  
Training	  

	  



Food	  Safety	  Team	  

•  Example	  of	  Food	  Safety	  Team	  	  
– Plant	  Manager	  	  
– QA	  manager	  and	  food	  safety	  team	  leader	  	  

•  Preven*ve	  controls	  qualified	  individual	  	  
– Produc*on	  supervisor	  	  
– Sanita*on	  supervisor	  	  

•  Consultant	  



Food	  Safety	  Plan	  



What	  is	  a	  Food	  Safety	  Plan?	  

•  FSMA	  requires	  the	  following:	  
– WriYen	  Hazard	  Analysis	  (evalua*ng	  the	  hazards	  
that	  reasonably	  could	  affect	  food	  safety)	  
	  	   	  

	  
	  



Hazard	  

•  Hazard:	  Any	  biological,	  chemical	  (including	  
radiological)	  or	  physical	  agent	  that	  has	  the	  
poten*al	  to	  cause	  illness	  or	  injury.	  

•  Known	  or	  reasonably	  foreseeable	  hazard:	  A	  
biological,	  chemical	  (including	  radiological),	  or	  
physical	  hazard	  that	  is	  known	  to	  be,	  or	  has	  the	  
poten*al	  to	  be,	  associated	  with	  the	  facility	  or	  
the	  food.	  	  

	  



Where	  do	  Hazards	  Originate?	  











Food	  Safety	  Plan	  (cont.)	  

•  WriYen	  correc*ve	  ac*on	  procedures	  for	  each	  
hazard	  (specifying	  what	  ac*ons	  the	  facility	  will	  
take	  to	  correct	  problems	  that	  arise)	  





Supply	  Chain	  Program	  

•  One	  of	  the	  most	  notable	  new	  mandates	  of	  the	  
FSMA	  preven*ve	  controls	  rule	  is	  the	  
requirement	  for	  a	  supply-‐chain	  program,	  the	  
purpose	  of	  which	  is	  to	  “provide	  assurance	  that	  
a	  hazard	  requiring	  a	  supply-‐chain-‐applied	  
control	  has	  been	  significantly	  minimized	  or	  
prevented.”	  





	  
	  
	  



Supplier	  Approval	  and	  Verifica*on	  

•  WriYen	  supplier	  approval	  and	  verifica*on	  
program	  

	  
•  WriYen	  verifica*on	  procedures	  





Documenta*on	  

• Document	  EVERYTHING	  
• In	  the	  words	  of	  FDA	  	  
– If	  it	  is	  not	  documented,	  it	  
didn’t	  happen!!	  



Don’t	  Forget	  to	  Re-‐assess	  

•  Regular	  self-‐assessments	  by	  management	  and	  
employees	  within	  a	  food	  facility	  can	  be	  helpful	  
to	  demonstrate	  preven*ve	  controls	  and	  any	  
correc*ve	  ac*ons	  made	  to	  a	  failed	  preven*ve	  
control.	  They	  can	  provide	  real-‐*me	  
monitoring	  of	  each	  of	  the	  preven*ve	  controls	  
(to	  enable	  correc*ve	  ac*ons	  and	  prevent	  
recalls)	  





When	  all	  is	  said	  and	  done…….	  



THANK	  YOU!	  

Beth	  Johnson	  
Food	  Direc*ons,	  LLC	  
bethjohnson@fooddire
c*onsdc.com	  
www.Fooddirec*onsllc.
com	  


