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•  Na#onal	trade	associa#on	represen#ng	all	segments	of	the	
frozen	food	industry	

•  Advocates	public	policy	interests	before	legisla#ve	and	
regulatory	en##es	

•  Serves	as	the	voice	of	the	industry	before	consumers,	
media,	and	policy	makers,	and	promotes	increased	
consump#on	of	frozen	foods	

•  Fosters	industry	development	and	growth	through	
educa#onal	and	research	programs	

•  Members	represent	over	90%	of	the	frozen	food	segment	

Frozen	Food	Industry		



Agenda	

•  Food	Safety	in	our	Facili#es:	Now	and	Future	
•  Key	Elements	of	FSMA	and	Impact	
•  Benefits	and	Challenges	of	Preven#ve	Controls	for	Human	

Food	Rule	
•  Implementa#on	Approaches	and	Industry	Preparedness	
•  Culture	of	Food	Safety	
•  Inspec#ons	and	Records	Access	
•  AFFI-FSMA	Readiness	Self-Assessment	Tool	



Food	Facili#es	Now	

•  cGMPs	(Title	21,	CFR	110)	
•  Cover	food	industry	personnel,	plants	and	grounds;	sanitary	

facili#es,	controls,	and	opera#ons;	equipment	and	utensils;	
warehousing,	and	distribu#on;	and	natural	or	unavoidable	
defect	levels.	

•  Not	tailored	to	individual	facili#es	
•  cGMPs	do	not	require	a	facility	to	iden#fy	and	prevent	risks	
•  No	documenta#on	or	record	keeping	necessitated	
•  FDA	inspec#ons	observa#onal	in	nature	
	



•  Reflect	changes	in	food	industry,	rise	in	Ready-to-Eat	foods,	
liYle	prepara#on	or	cooking	for	food	safety	before	
consump#on	to	eliminate	hazards	

•  Science	Based	Preven#ve	Controls	throughout	the	food	
supply	chain	

•  Includes	Imports,	Enhanced	Inspec#on,	Compliance,	
Outbreak	response	and	Recalls	

•  Hazard	Analysis	Risk	Based	Preven#ve	Controls	(HARPC)	
(Sec#on	103	which	added	sec#on	418	to	Federal	FD&C	act)-
having	the	greatest	impact	on	opera#on	of	food	facili#es	

•  HARPC	requirements	on	opera#on	of	food	facili#es	that	
manufacture,	process,	pack,	or	hold	human	food	for	
consump#on	

Facili#es	under	FSMA	



Key	Elements	of	FSMA	

•  Preven&ve	Controls:		Requires	comprehensive,	risk-based	
preven#ve	controls	across	the	food	produc#on	chain.	

•  Inspec&on	and	Compliance:		Specifies	how	o_en	FDA	should	
inspect	food	producers.	

•  Imported	Food	Safety:		Requires	importers	to	verify	that	their	
foreign	suppliers	have	adequate	preven#ve	controls	in	place	to	
ensure	safety.	

•  Response:		Provides	mandatory	recall	authority	for	all	food	
products.	

•  Enhanced	Partnerships:		Recognizes	the	importance	of	
strengthening	exis#ng	collabora#on	among	all	food	safety	
agencies	–	U.S.	federal,	state,	local,	territorial,	tribal	and	
foreign.	



Food	Industry	Impact	

•  Responsibili#es	
•  Requirements	
•  Resources	



Responsibili#es	

•  Register	your	food	facili#es	
•  HARPC	–Hazard	Analysis	and		implementa#on	of	Risk	based	

Preven#ve	Controls		
•  Facility	must	iden#fy	known	or	reasonably	foreseeable	hazards	

that	may	be	associated	with	the	food	handled	at	the	facility.		
•  Determine	hazards	that	require	Preven#ve	Controls	to	

significantly	minimize	or	prevent	the	hazard	
•  Implement	Preven#ve	Controls	to	provide	assurance	the	food	

in	the	facility	will	not	be	adulterated	or	even	misbranded	for	
failure	to	label	an	allergen	



•  Preven#ve	Controls	for	Human	Food	Rule	
•  Facility	and	Food	specific-	Food	Safety	Plan	and	Hazard	Analysis	
•  Process	Controls,	Allergen	Controls,	Sanita#on	Controls,	Supply	

Chain	controls,	Recall	Plan	
•  Effec#ve	monitoring	procedures	and	documenta#on		
•  Valida#on	and	Verifica#on	of	Preven#ve	Controls	and	Correc#ve	

ac#on:	Adequacy	and	Implementa#on	
•  Risk-based	supply	chain	program-on	site	audits	,	review	of	

supplier	records,	etc.	
•  Training	requirements-Qualified	individual	and	Qualified	Auditor	

Requirements	



Resources	

•  Becoming	compliant	
Ø Exper#se	to	understand	and	implement	HARPC	(hiring	
and	training	Qualified	Individuals)	

Ø Implementa#on	
•  WriYen	food	safety	plan,	hazard	analysis,	recall	plan	

monitoring	plan,	document	training,	and	supply	chain	
program	

•  Con#nual		Verifica#on,	Monitoring	and	Re-analysis	
(devia#ons	are	expected	to	be	corrected	and	re-validated)	

•  En#re	food	safety	system	reviewed	every	3	years	
•  Facility	investments:	Role	of	management	



FSMA	Approach:	Value	

•  Risk-based	
•  Requirements	for	manufacturers	to	iden#fy	and	manage	risk	

Ø Should	allow	various	approaches	to	managing	risk	
§ Most	current	Food	Safety	Management	systems	in	scope	

Ø Guidance(s)	should	provide	examples	and	support	to	
smaller	operators	

•  FDA	Inves#gator	training	
Ø Evaluate	risk,	iden#fied	controls	and	their	management	
versus	a	checklist	

Ø FDA	escala#on	process	



FSMA	Approach:	Challenges	

•  Ensuring	sufficient	informa#on	on	hazards	and	
performance	of	controls	
Ø Hazard	analysis	documenta#on	
Ø Valida#on	
Ø Record	keeping	

•  Adap#ng	to	a	new	approach	to	inspec#on	
•  Ensuring	guidance	does	not	become	regula#on	
•  Status	of	some	industry	segments	and	smaller	operators	



Inspec#ons	

•  Changing	nature	of	FDA	inspec#ons	
•  Intensive	document	review	during	FDA	inspec#ons	
•  Documenta#on	allows	FDA	to	determine	how	a	facility’s	food	

safety	plan	is	performing		
•  The	agency	need	not	rely	on	appearing	at	a	facility	on	a	

par#cular	day	when	it	happens	to	be	in	viola#on	of	the		
FD&C	Act	



FSMA	
Implementa#on	•  FSMA	implementa#on	team	established	

Ø Internal	leads	for	key	rules	and	components.	
•  Conduct	detailed	review	of	final	rule	requirements-	Public	

mee#ngs	
Ø Technical	Assistance	Network	

•  Face	to	face	workshops	to	confirm	roll	out	strategy	and	
ac#on	plan	
Ø Iden#fy	needed	modifica#ons	to	internal	program	
Ø Determine	standardized	approach	for	facili#es	
Ø Determine	requirements	and	communica#on	strategy	
for	stakeholders		



Industry	Preparedness	

•  Verify	conformance	of	current	HACCP	and	pre-requisite	
controls	to	final	rule	and	other	FSMA	requirements	

•  Review	/	challenge	valida#on	of	control	measures	
•  Review	robustness	of	documenta#on	system	

Ø Hazard	assessment		
Ø Preventa#ve	controls	plan,	including	monitoring,	verifica#on	
and	correc#ve	ac#ons	

•  Par#cipa#on	in	trade	associa#on	trainings,	seminars,	
workshops,	and	other	external	discussions	on	FSMA	



Industry	Preparedness	

•  Strengthen	programs	for	monitoring	and	response	to	new	
and	emerging	issues	

•  Update	guidance	to	manufacturing	plants	on	regulatory	
audits	

•  Roll	out	requirements	to	partners	
Ø Suppliers,	co-manufacturers,	foreign	manufacturers	

•  AFFI	Self-Assessment	Tool	



“Culture	of	Food	Safety”	

•  FDA	provided	flexibility	in	the	regula#ons	in	exchange	for	
facili#es	developing	a	“culture	of	food	safety”		

•  FDA	wants	to	assess	whether	a	company	has	a	“culture	of	
food	safety”	as	a	barometer	of	competence	

•  How	can	you	demonstrate	a	“culture	of	food	safety”?	
Ø Employees	understand	their	responsibili#es	and	why	
Ø You	can	explain	your	programs,	the	ra#onale	behind	
decisions	

	

•  With	flexibility	comes	responsibility	



Educate	and	Regulate	

•  FSMA	implementa#on	is	occurring	just	as	FDA	culture	is	
changing		

•  Facilitate	industry	implementa#on	of	modern	preven#ve	
prac#ces	
Ø Commodity	and	sector-specific	guidance	
Ø Educa#on,	outreach	and	technical	assistance	
Ø Regulatory	incen#ves	for	compliance	



New	FDA	Strategies	

•  FDA	to	develop	inspec#on	cadre	specially	trained	in	and	
devoted	to	food	inspec#ons	

•  Closer	integra#on	of	field	inspec#ons	and	CFSAN/	
headquarters	experts	(in	real	#me)	

•  Dis#nct	types	of	inspec#ons	by	staff	with	different	technical	
exper#se	

•  Two-#ered	inspec#ons	and	centralized	records	review	



Systems-Based	Approach	

•  Historically,	FDA	has	inspected	food	facili#es	for	basic	
sanita#on	and	to	detect	visible	problems	with	the	facility	or	
the	product	produced	
Ø FDA	has	assessed	compliance	based	on	this	“snapshot”	
of	the	facility’s	opera#ons		

•  FSMA	requires	FDA	to	take	a	risk-based	approach	to	facility	
inspec#ons	
Ø Shi_	from	reac#on	to	preven#on	



Systems-Based	Approach	

•  To	implement	FSMA’s	risk-based	inspec#on	mandate,	FDA	
will	focus	on	whether	facili#es	are	implemen#ng	the	systems	
needed	to	make	safe	food	

•  The	“systems-based”	approach	is	aimed	at	preven#ng	
problems	on	a	con#nuing	basis,	not	just	when	the	inspector	is	
in	the	facility	

	



Increased	Records	Access	

•  FSMA	provides	FDA	with	greatly	expanded	access	to	records	
during	rou#ne	inspec#ons	

•  This	new	authority	facilitates	the	systems-based	inspec#on	
approach		
Ø Let’s	FDA	know	how	a	company	is	opera#ng	when	
inspectors	aren’t	present	

Ø FDA	will	know	what	happened	not	just	today,	but	last	
week,	last	month,	and	last	year!	

•  Records	review	will	be	a	central	component	of	FDA	inspec#ons	
Ø Inspec#ons	will	become	more	like	audits	

	



Records	Access	

•  Companies	decisions	will	be	become	much	more	exposed	
to	scru#ny	by	inspectors	
Ø Flexibility	in	FSMA	proposed	rules	is	double	edged	
sword:	with	it	comes	responsibility	

	
•  If	it	isn’t	documented,	it	didn’t	happen!		

Ø “You	are	what	your	records	say	you	are”	
	

	



FSMA	Inspec#ons	

New	FDA	culture		

+	
New	records	access	authority	

+	
New	tools	

=	
New	inspec&on	paradigm		
(Star&ng	September	2016)	



•  Web	site:	hRp://www.fda.gov/fsma		
•  Subscrip&on	feature	available	
•  Send	ques&ons	to	FSMA@fda.hhs.gov	

For	More	Informa&on	



What	to	do	now	?	

•  Food	Safety	Preven#ve	Controls	Alliance	
Ø Training	
Ø Qualified	Individual	

•  Review	and	prepare:	FSMA	regula#ons	
•  Know	your	rights	
•  Start	preparing	for	FSMA	inspec#ons	

Ø Update	your	inspec#on	manual	
Ø Recordkeeping	training	-apply	good	
record	keeping	prac#ces	

Ø Review	audits	for	areas	of	improvement	





Ø  Objec&ves	
§  Assist	food	facili#es	in	determining	whether	they	comply	with	

new	FSMA	proposed	preven#ve	control	rules	(Gap	Analysis)	
§  Provide	educa#onal	background	and	training	informa#on	to	

assist	in	strengthening	food	safety	programs	and	FSMA	
compliance	

§  Help	provide	jus#fica#ons	for	Food	Safety	investments/	
programs	for	corporate	

Background	of	the	Self-Assessment	



Ø  How	the	Self-Assessment	Tool	was	Developed	
§  Review	of	FSMA	by	AFFI	subject	maYer	experts		
§  Development	of	assessment	ques#ons	(58),	alterna#ve	

answers,	evalua#on	model	to	determine	“level	of	readiness,”	
&	background	materials	on	FSMA	

§  Development	of	a	Readiness	Assessment	Report	
§  Detailed	review	by	AFFI	Counsel	(Hogan	Lovells	US)	
§  Pilot	tes#ng	by	several	AFFI	members	

Background	of	the	Self-Assessment	



Ø  Sec&ons	(Facility-specific)	
§  Exclusions	
§  Food	Safety	Plan		

§  Hazard	Analysis	
§  Process	Preven#ve	Controls	
§  Allergen	Preven#ve	Controls	
§  Sanita#on	Preven#ve	Controls	
§  Supply	Chain	Controls		

§  cGMPs	
§  Recall	&	Traceability	
§  Implementa#on	and	Documenta#on	

§  Valida#on	&	Verifica#on	
§  Correc#ve	Ac#ons	
§  Monitoring,	Records	&	Recordkeeping	
§  Training	

Ø  Assessment	based	on	the	language	of	the	statutes	

Review	of	the	Sec&ons	of	the	Self-Assessment	

Ø  For	Each	Sec&on	
§  Purpose	of	this	

element	in	the	
regula#on	

§  Ques#ons	
§  Issues	to	review	



Ø  Taking	the	Self-Assessment	
§  Complete	58	ques#ons,	provide	facility	informa#on	

	

Ø  Immediate	On-Line	Assessment	Report	
§  Indica#ons	of	“levels	of	readiness”	for	each	FSMA-related	categories	
§  Background	and	educa#onal	explana#on	for	each	of	the	ques#ons	

§  “Purpose	of	this	element	in	the	regula#on”		
§  “Issues	to	review”	

	

Ø  Email	Assessment	Report	to	the	User	

Ø  Retake	As	Many	Times	as	Desired	
§  No	need	to	be	“perfect”	–		can	do	research	and	come	back	and	finish!	
§  New	report	generated	each	#me	–	with	an	updated	assessment	

 

Overview	and	Live	Demonstra&on	of		
Self-Assessment	Program		



On-line	and	Email	Reports		



Ø  Confiden&ality	
§  The Assessment Report is sent to the facility contact person 
§  AFFI does not have access to the individual reports (only statistical 

summaries of all assessments) 

Ø  Reduc&on	in	Possible	Liability/	Discoverability	
§  General Counsel review 
§  “Readiness” vs. “Risk” 
§  Same “Issues to Review” for all Readiness Levels 

 

Confiden&ality	&	Legal	Issues		



Contact	Us	

Donna	Garren	Ph.D.		
Senior	Vice	President,	Regulatory	&	Technical	Affairs	
dgarren@affi.com	
(703)	821-0770	
	
Sanjay	Gummalla	Ph.D.		
Vice	President,	Regulatory	&	Technical	Affairs	
sgummalla@affi.com	
(703)	821-0770	
	


