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Types	of	fda	recalls

2008	Aug;23(3):133-6.	Source:	FDA	The	FDA	distinguishes	between	three	different	types	of	recalls:	Medical	device	recalls	are	generally	initiated	voluntarily	by	the	manufacturer	under	21	CFR	7.	In	addition	to	the	aforementioned	implantable	cardioverter	defibrillators,	recent	examples	of	recalled	medical	devices	include	radiology	equipment,
ophthalmology	devices,	and	orthopedic	devices.[9][10][11]Vaccines,	a	topic	with	renewed	salience	due	to	the	Coronavirus	Disease	2019	(COVID-19)	pandemic,	are	another	medical	product	regulated	by	the	FDA	and	known	to	have	potential	adverse	reactions.	Revised	March	22,	1977,	June	16,	1978,	March	6,	1979,	January	27,	1981,	March	28,	1994,
and	September,	19,	200021	CFR	806Medical	Devices;	Reports	of	Corrections	and	Removals,	Proposed	Rule,	March	23,	1994Medical	Devices;	Reports	of	Corrections	and	Removals;	Final	Rule;	May	19,	1997Medical	Devices;	Reports	of	Corrections	and	Removals;	Direct	to	Final	Rule;	August	7,	1998Medical	Devices;	Reports	of	Corrections	and
Removals;	Companion	to	Direct	Final	Rule;	August	7,	1998Medical	Device	Reports;	Reports	of	Corrections	and	Removals;	Establishment	Registration	and	Device	Listing:	Premarket	Approval	Supplements;	Quality	System	Regulation;	Importation	of	Electronic	Products;	Technical	Amendment,	Final	Rule	March	10,	2004806.10(f)	No	report	of	correction
or	removal	is	required	under	this	part,	if	a	report	of	the	correction	or	removal	is	required	and	has	been	submitted	under	21	CFR		803		MEDICAL	DEVICE	REPORTING	or	21	CFR	1004		REPURCHASE,	REPAIRS,	OR	REPLACEMENT	OF	ELECTRONIC	PRODUCTS21	CFR	810Medical	Device	Recall	Authority;	Final	Rule,	November	20,	1996Medical
Device	Recall	Authority;	Proposed	Rule,	June	14,	1994	If	a	medical	device	does	not	(or	no	longer)	meets	the	FDA’s	requirements,	manufacturers,	distributors,	and	importers	must	recall	it.	This	resource	is	free	online	and	is	updated	weekly.If	a	patient’s	medication	is	among	the	affected	batches,	the	pharmacist	should	learn	the	reason	for	the	recall.	Can
J	Ophthalmol.	In	the	Johner	Institute’s	Medical	Device	University,	manufacturers	and	importers	can	find	instructions	and	other	important	information	on	recalls	and	corrections/removals.	Analysis	of	FDA-Approved	Orthopaedic	Devices	and	Their	Recalls.	Class	I	recalls	usually	pertain	to	defective	products	that	can	cause	serious	health	problems	or
death.	Class	I	–	A	situation	in	which	there	is	a	reasonable	probability	that	the	use	of,	or	exposure	to,	a	violative	product	will	cause	serious	adverse	health	consequences	or	death.	The	pharmacist	can	also	share	their	decision	with	the	patient’s	primary	care	provider	to	avoid	future	confusion.	A	report	is	not	required	if	the	information	has	already	been
provided	to	FDA	under	Medical	Device	Reporting	(21	CFR	803)	or	Repurchase,	Repairs	or	Replacement	of	Electronic	Products	(21	CFR	1004)	or	if	the	corrective	or	removal	action	was	initiated	by	an	FDA	order	under	Medical	Device	Recall	Authority	(21	CFR	810).Manufacturers	and	importers	must	keep	records	of	those	corrections	and	removals	that
are	not	required	to	be	reported	to	FDA.	This	Fillable	form	can	accommodate	up	to	20	products,	so	we	recommend	grouping	by	product	code/application	number.eSubmitter:		If	you	choose	to	not	submit	your	report	via	e-mail,	you	may	submit	your	report	via	eSubmitter.	Manufacturers	and	importers	must	keep	records	of	corrections	and	removals	that
do	not	have	to	be	reported	to	the	FDA.	[PubMed:	22484652]7.Aziz	S,	Leon	AR,	El-Chami	MF.	This	does	not	necessarily	have	to	be	a	response	to	a	breach	of	regulations.	Records	required	to	be	maintained	must	be	transferred	to	the	new	manufacturer	or	importer	of	the	device	and	maintained	for	the	required	period	of	time.Regulations21	CFR	7	–
Enforcement	Policy21	CFR	810	–	Medical	Device	Recall	Authority21	CFR	806	–	Medical	Device	Correction	and	RemovalsFederal	Register	NoticesNote:	The	Federal	Register	(FR)	is	the	official	daily	publication	for	rules,	proposed	rules,	and	notices	of	federal	agencies	and	organizations,	as	well	as	executive	orders	and	other	presidential	documents.
Contributed	by	Tyler	Natof	1.Hall	K,	Stewart	T,	Chang	J,	Freeman	MK.	You	may	do	so	in	any	reasonable	manner,	but	not	in	any	way	that	suggests	the	licensor	endorses	you	or	your	use.	A	recalling	firm	may	request	termination	of	its	recall	by	submitting	a	written	request	to	its	DRC	stating	that	the	recall	is	effective	in	accordance	with	the	criteria	set
forth,	and	by	accompanying	the	request	with	the	most	current	recall	status	report	and	a	description	of	the	disposition	of	the	recalled	product.Public	notification	of	recallFDA	publishes	a	weekly	FDA	Enforcement	Report	that	contains	all	enforcement	actions	including	recalls,	field	corrections,	seizures,	and	injunctions.Additional	Guidance	on	RecallsA
recall	can	be	disruptive	of	a	firm's	operation	and	business,	but	there	are	several	steps	a	firm	can	take	in	advance	to	minimize	this	disruptive	effect.	The	firm	can	also	request	the	termination	of	the	recall	itself.	Consumers,	pharmaceutical	companies,	and	providers	can	all	report	complaints	and	adverse	events	to	the	FDA	Adverse	Event	Reporting
System	(FAERS).	The	format,	content,	and	extent	of	a	recall	communication	should	be	commensurate	with	the	hazard	of	the	product	being	recalled	and	the	strategy	developed	for	that	recall.	If	a	report	is	not	required	according	to	21	CFR	806,	the	company	can	submit	a	voluntary	report	in	accordance	with	21	CFR	7.	[PubMed:	18656840]4.Nagaich	U,
Sadhna	D.	The	manufacturer	or	importer	must	also	state	what	required	information	is	not	readily	available	and	a	date	for	when	it	will	be	submitted.Recordkeeping	RequirementsThe	device	manufacturer	or	importer	who	initiates	a	correction	or	removal	of	a	device	that	is	not	required	to	be	reported	to	FDA	must	maintain	records	of	the	correction	or
removal.	In	the	rare	case	that	a	manufacturer	refuses	to	do	so,	then	the	FDA	can	force	the	manufacturer	to	recall	the	product	by	statute.	Another	resource	providers	can	direct	their	patients	to	is	the	FDA	Adverse	Events	Reporting	System	(FAERS).	2021	Jan	15;70(2):46-51.	If	you	would	like	to	comment	on	the	current	content,	please	use	the	'Content
Feedback'	button	below	for	instructions	on	contacting	the	issuing	agency	A	recall	is	a	method	of	removing	or	correcting	products	that	are	in	violation	of	laws	administered	by	the	Food	and	Drug	Administration	(FDA).	If	a	company	is	not	sure	whether	a	device	breaches	FDA	regulations,	it	must	report	the	market	withdrawal	to	the	FDA.	In	such	cases,
the	FDA	will	assist	the	firm	in	determining	the	exact	nature	of	the	problem.Recall	LetterA	recalling	firm	is	responsible	for	promptly	notifying	each	of	its	affected	direct	accounts	about	the	recall.	21	CFR	810	describes	the	procedures	the	FDA	will	follow	in	exercising	its	medical	device	recall	authority	under	section	518(e)	of	the	Federal	Food,	Drug,	and
Cosmetic	Act	(Act).Under	21	CFR	806,	Medical	Device	Correction	and	Removals,	manufacturers	and	importers	are	required	to	make	a	report	to	FDA	of	any	correction	or	removal	of	a	medical	device(s)	if	the	correction	or	removal	was	initiated	to	reduce	a	risk	to	health	posed	by	the	device	or	to	remedy	a	violation	of	the	Act	caused	by	the	device	which
may	present	a	risk	to	health.DefinitionsCorrection	means	repair,	modification,	adjustment,	relabeling,	destruction,	or	inspection	(including	patient	monitoring)	of	a	product	without	its	physical	removal	to	some	other	location.Market	withdrawal	means	a	firm's	removal	or	correction	of	a	distributed	product	which	involves	a	minor	violation	that	would
not	be	subject	to	legal	action	by	the	FDA	or	which	involves	no	violation,	e.g.,	normal	stock	rotation	practices,	routine	equipment	adjustments	and	repairs,	etc.Recall	means	a	firm's	removal	or	correction	of	a	marketed	product	that	the	FDA	considers	to	be	in	violation	of	the	laws	it	administers	and	against	which	the	agency	would	initiate	legal	action,
e.g.,	seizure.	Although	more	mild	reactions	are	reported	voluntarily,	per	VAERS	policy,	healthcare	providers	must	report	any	adverse	event	that	might	prohibit	further	dosing	in	the	affected	patient.[12]Even	though	it	is	not	mandatory	to	report	mild	adverse	reactions,	doing	so	generates	data	useful	to	future	public	health	research.	Depending	on	the
product's	degree	of	hazard	and	extent	of	distribution,	the	recall	strategy	will	specify	the	level	in	the	distribution	chain	to	which	the	recall	is	to	extend,	as	follows:Consumer	or	user	level,	which	may	vary	with	product,	including	any	intermediate	wholesale	or	retail	level;	orRetail	level,	including	any	intermediate	wholesale	level;	orWholesale	level.Public
warning.	Recall	does	not	include	a	market	withdrawal	or	a	stock	recovery.	But	as	long	as	the	product	doesn't	harm	the	child,	there	can	be	no	recovery	of	personal	injury	damages.	Share	—	copy	and	redistribute	the	material	in	any	medium	or	format	for	any	purpose,	even	commercially.	The	amendment	should	cite	the	original	report	number	assigned,
all	of	the	information	required	by	21	CFR	806.10(c)(2),	and	any	information	required	by	21	CFR	806.10(c)(3)	through	(c)(12)	that	is	different	from	the	information	submitted	in	the	original	report.	“Market	withdrawal”	means	a	firm’s	removal	or	correction	of	a	distributed	product	which	involves	a	minor	violation	that	would	not	be	subject	to	legal	action
by	the	FDA	or	which	involves	no	violation,	e.g.,	normal	stock	rotation	practices,	routine	equipment	adjustments,	and	repairs,	etc.	Establish	roles	for	recall,	correction,	or	removal	procedures	in	advance.	When	the	FDA	gets	information	that	a	certain	product	under	its	jurisdiction	is	defective,	contaminated,	or	otherwise	has	potential	negative	health
implications,	the	agency	may	take	action	to	get	the	manufacturer	to	recall	the	item.	If	the	recall	is	due	to	something	benign—for	example,	the	drug	container	has	a	defect	that	does	not	impact	the	chemical	quality	of	the	medication—the	pharmacist	should	inform	the	patient	of	this	and	counsel	them	to	continue	taking	the	medication	as	usual.	J	Am	Coll
Cardiol.	By	comparing	the	batch	number	of	a	patient’s	medication	to	the	batch	numbers	involved	in	the	recall,	pharmacists	can	identify	whether	their	specific	patient’s	medication	was	affected.	FDA	recalls	apply	to	products	subject	to	the	FDA's	jurisdiction.	If	a	patient’s	medication	was	not	among	the	affected	batches,	the	pharmacist	can	reassure	the
patient	and	counsel	the	patient	to	continue	taking	the	medication	as	usual.	Medical	Device	Recalls	in	Orthopedics:	Recent	Trends	and	Areas	for	Improvement.	Correction:	The	device	is	improved,	adjusted,	relabeled,	or	repaired.	Class	I	recall	of	defibrillator	leads:	a	comparison	of	the	Sprint	Fidelis	and	Riata	families.	The	information	that	the
manufacturer	or	importer	must	include	in	the	report	is	set	out	in	§	806.10(c).	Class	III	recalls	apply	to	minor	product	defects	or	errors	that	are	unlikely	to	cause	harm	to	someone's	health.	[PubMed:	26984921]12.Shimabukuro	TT,	Nguyen	M,	Martin	D,	DeStefano	F.	This	process	ensures	that	drugs	and	other	medical	products	are	safe	and	efficacious.
The	recall	should	be	done	as	quickly	as	possible.	Removal:	The	physical	removal	of	a	device	from	its	point	of	use	to	another	location	for	repair,	modification,	adjustment,	relabeling,	destruction,	or	inspection.	Instead,	the	FDA	can	only	request	that	a	manufacturer	recalls	a	drug.	Am	J	Health	Syst	Pharm.	Recalls	may	be	conducted	on	a	firm's	own
initiative,	by	FDA	request,	or	by	FDA	order	under	statutory	authority.	If	there	is	not	a	"risk	to	health"	involved,	a	report	to	FDA	is	not	required,	but	the	manufacturer	or	importer	must	keep	a	record	of	the	correction	or	removal.What	to	Report	-	§806.10(c)Registration	number,	date	the	report	is	made,	sequence	number	(001,	002,	etc.),	"C"	for
Correction	or	"R"	for	Removal.Name,	address,	phone	number,	and	contact	person	of	the	firm	responsible	for	conducting	the	correction	or	removal.Brand	name	and	common	name	of	the	device	and	intended	use.FDA	marketing	status,	i.e.,	510(k),	PMA,	preamendment	status	and	device	listing	number.Model/catalog	number,	lot/serial
numberManufacturer’s	contact	information	(name,	address,	phone	number,	contact	person)	if	different	from	item	#2	above.Description	of	event(s)	and	the	corrective	and	removal	actions	that	have	been,	and	are	expected	to	be	taken.Any	illness	or	injuries	that	have	occurred	with	the	use	of	the	device.	It	should	be	aligned	with	the	potential
consequences	of	the	potential	hazard	caused	by	the	device.	Int	J	Radiat	Oncol	Biol	Phys.	Recalls	are	classified	into	a	numerical	designation	(I,	II,	or	III)	by	the	FDA	to	indicate	the	relative	degree	of	health	hazard	presented	by	the	product	being	recalled.	Class	II	Recalls	If	the	FDA	expects	a	product's	defect	to	only	result	in	a	short-term	health	issue,	or
if	there	is	only	a	slight	chance	it	could	lead	to	a	serious	problem,	the	FDA	will	designate	the	recall	as	Class	II.	In	this	case,	the	request	is	sent	to	the	manufacturer.	Int	J	Pharm	Investig.	Only	in	rare	situations	does	the	FDA	request	a	recall.	[PubMed:	10163116]6.Liu	J,	Brumberg	G,	Rattan	R,	Jain	S,	Saba	S.	But	regardless	of	who	initiates	the	recall,	the
FDA	will	categorize	it	into	one	of	three	classifications.	If	a	firm	does	this	because	it	believes	its	product	is	violative,	it	is	required	to	immediately	notify	the	FDA.	Class	III	Recalls	Class	III	recalls	are	the	least	serious	of	the	three	types	of	FDA	recalls.	Source:	FDA	However,	if	the	FDA	deems	that	the	withdrawn	device	does	not	comply	with	its
regulations,	the	recall	regulations	apply.	For	example,	if	a	drug	is	produced,	labeled,	and	distributed	safely	and	correctly,	but	a	small	detail	in	one	of	these	steps	was	not	documented,	the	FDA	may	request	a	class	III	recall	out	of	an	abundance	of	caution.	The	Food	and	Drug	Administration	(FDA)	enforces	standards	for	prescription	medications,	medical
devices,	and	vaccines	through	the	recall	process.	Like	drugs	and	medical	devices,	vaccines	can	be	recalled	as	well.	[PubMed:	21217172]14.CDC	COVID-19	Response	Team;	Food	and	Drug	Administration.	This	has	to	be	coordinated	with	the	FDA,	who	will	generally	issue	the	warning	itself.	Pending	this	review,	the	firm	need	not	delay	initiation	of	its
product	removal	or	correction.A	firm	may	decide	to	recall	a	product	when	informed	by	the	FDA	that	the	agency	has	determined	that	the	product	in	question	violates	the	law,	but	the	agency	has	not	specifically	requested	a	recall.	That's	because	some	recalls	establish	a	procedure	through	which	consumers	can	request	a	full	refund,	and	if	the	purchase
price	represents	the	extent	of	the	consumer's	damages,	there's	nothing	left	to	sue	for.	If	a	Class	I	recall	takes	place,	the	FDA	will	oversee	the	recall	process	and	ensure	the	manufacturer	takes	sufficient	steps	to	protect	the	public.	Public	warning	–	yes	or	no?If	there	is	a	particularly	serious	hazard,	a	public	warning	may	also	be	necessary.	However,	a
public	warning	is	reserved	for	urgent	situations.	We	recommend	the	following	resources	for	further	research:	Manufacturers	and	importers	in	particular	should	make	sure	to	familiarize	themselves	with	the	processes	for	recalls,	corrections,	and	removals.	Manufacturers	and	importers	should	create	templates,	e.g.,	for	reports	to	the	FDA,	for	reports	to
users,	etc.	In	this	case,	the	FDA	first	prohibits	the	distribution	and	use	of	the	device	and	also	notifies	potential	users,	such	as	medical	facilities.	However,	a	correction	or	removal	must	be	reported	under	certain	circumstances.	A	report	must	be	made	even	if	the	event	was	caused	by	use	error.	The	fundamental	difference	between	a	correction	and	a
recall	is	that	corrections	may	also	be	carried	out	even	if	the	device	does	comply	with	the	FDA	regulations.	Anatomy	of	a	recall.	Access	free	multiple	choice	questions	on	this	topic.	[PubMed:	22664942]3.Dzanis	DA.	Learn	more	about	a	manufacturer's	defenses	to	a	product	liability	lawsuit.	Among	other	things,	there	is	a	template	for	recall	and
correction/removal	procedures.	This	happens	when	the	manufacturer	or	importer	does	not	voluntarily	remove	a	device	that	is	a	risk	to	health	from	the	market.	But	note	that	when	a	company	initiates	a	recall,	it	can	make	it	harder	for	a	group	of	affected	consumers	to	sue	as	a	class.	If	the	recall	justifies	the	patient	stopping	their	medication,	the
pharmacist	can	help	them	obtain	their	medication	from	another	manufacturer.	Clearly	identify	the	product,	size,	lot	number(s),	code(s)	or	serial	number(s),	and	any	other	relevant	descriptive	information	to	enable	accurate	and	immediate	identification	of	the	product.	Source:	21	CFR	806.2	(d)	and	(j))	according	to	the	FDA	A	correction	does	not
normally	have	to	be	reported.		Foreign	manufacturers	and	importers	must	e-mail	the	report	to	the	DRC	where	their	US	agent	is	located.	This	communication	is	vital	because	it	prevents	patients	from	needlessly	stopping	their	medication.	A	medical	device	recall	according	to	21	CFR	7	is	a	voluntary	action	on	the	part	of	the	manufacturer	or	distributor.
Establishing	substitution	rules	is	also	important.	To	do	this,	the	manufacturer	must	contact	its	FDA	Office	of	Regulatory	Affairs	(ORA)	Division	Recall	Coordinator	(DRC).	The	scientific	vetting	process	for	new	drugs	is	extremely	rigorous	in	the	United	States;	however,	the	system	still	relies	on	physicians	to	detect	adverse	reactions	that	might	be
undiscovered	in	clinical	trials.	If	you	are	facing	a	recall,	correction,	or	removal,	don’t	hesitate	to	contact	us	(e.g.,	via	the	web	form).	The	FDA	also	has	jurisdiction	to	oversee	the	safety	of	many	food	items	and	cosmetic	products.	FDA	will	then	evaluate	all	comments	received	and	publish	a	final	rule.	The	purpose	of	effectiveness	checks	is	to	verify	that	all
consignees	(at	the	recall	depth	specified	by	the	strategy)	have	received	notification	about	the	recall	and	have	taken	appropriate	action.	In	this	way,	manufacturers	and	distributors	fulfill	their	responsibility	to	protect	public	health	and	well-being	against	medical	devices	that	present	a	risk	of	injury	or	gross	deception	or	are	otherwise	defective.	2017	Jun
01;98(2):438-446.	A	guide	entitled	"Methods	for	Conducting	Recall	Effectiveness	Checks''	that	describes	the	use	of	these	different	methods	is	available	from	FDA.	The	process	flow	should	be	practiced	so	that	the	company	can	react	quickly	in	an	emergency.	Although	extremely	rare,	cases	of	anaphylaxis	following	the	SARS-CoV-2	vaccine	have	been
reported.[14]	The	rate	of	anaphylaxis	following	the	SARS-CoV-2	vaccine	was	reported	as	11.1	per	million	doses	administered.	Vaccines	against	Lyme	disease:	What	happened	and	what	lessons	can	we	learn?	Therefore,	the	class	should	have	an	impact	on	the	recall	strategy.	[PubMed:	29631834]10.Vajapey	SP,	Li	M.	But	simply	recalling	a	product	does
not	guarantee	a	defendant	wins	the	case.	Provide	specific	instructions	on	what	should	be	done	with	respect	to	the	recalled	products.	These	are	primarily	products	that	are	extremely	unlikely	to	cause	any	harm	to	patients,	but	they	violate	FDA	standards	for	packaging,	labeling,	documentation,	etc.	The	definition	of	“risk	to	health”	is	the	same	as	the
definitions	used	for	class	I	and	II	recalls	in	21	CFR	7.3(m)	(see	above).	Unless	otherwise	specified	or	inappropriate	in	a	given	recall	case,	the	recall	status	report	should	contain	the	following	information:Number	of	consignees	notified	of	the	recall,	and	date	and	method	of	notification.Number	of	consignees	responding	to	the	recall	communication	and
quantity	of	products	on	hand	at	the	time	it	was	received.Number	of	consignees	that	did	not	respond	(if	needed,	the	identity	of	nonresponding	consignees	may	be	requested	by	the	Food	and	Drug	Administration).Number	of	products	returned	or	corrected	by	each	consignee	contacted	and	the	quantity	of	products	accounted	for.Number	and	results	of
effectiveness	checks	that	were	made.Estimated	time	frames	for	completion	of	the	recall.Recall	status	reports	are	to	be	discontinued	when	the	recall	is	terminated	by	FDA.Termination	of	a	recallA	recall	will	be	terminated	when	FDA	determines	that	all	reasonable	efforts	have	been	made	to	remove	or	correct	the	product	in	accordance	with	the	recall
strategy,	and	when	it	is	reasonable	to	assume	that	the	product	subject	to	the	recall	has	been	removed	and	proper	disposition	or	correction	has	been	made	commensurate	with	the	degree	of	hazard	of	the	recalled	product.	For	20%	of	Class	I	recalls	(the	most	severe	category	of	recalls),	the	FDA	failed	to	utilize	the	Recall	Alert	System	or	MedWatch	in
one	study.	If	neither	the	manufacturer	nor	the	distributor	voluntarily	recalls	their	non-compliant	device	and	the	FDA	finds	out,	they	can	also	request	a	recall	under	21	CFR	7.	The	following	actions	are	exempt	from	the	above	reporting	requirements	(21	CFR	806.1	(b)):	Actions	to	improve	the	performance	or	quality	of	a	device	Market	withdrawals	that
involve	a	minor	violation	of	the	FD&C	Act	that	would	not	be	subject	to	legal	action	by	FDA	or	that	involve	no	violation	of	the	FD&C	Act,	e.g.,	normal	stock	rotation	practices	Routine	servicing	(“any	regularly	scheduled	maintenance	of	a	device,	including	the	replacement	of	parts	at	the	end	of	their	normal	life	expectancy,	e.g.,	calibration,	replacement	of
batteries,	and	responses	to	normal	wear	and	tear”)	Stock	recovery		Safety	warnings/field	safety	notices	are	not	considered	reportable	corrections	or	removals	but	may	be	remedial	actions.	The	recalling	firm	must	issue	regular	reports	to	the	Division	Recall	Coordinator	(DRC)	on	the	status	of	the	recall	so	that	the	FDA	can	assess	the	progress	of	the
recall.	The	prohibition	of	use	can	also	later	be	changed	to	a	“mandatory	recall.”		If	the	conditions	of	21	CFR	810	are	met,	it	takes	precedence	over	21	CFR	7.	21	CFR	810	describes	the	procedures	the	FDA	will	follow	in	exercising	its	medical	device	recall	authority	under	section	518(e)	of	the	Federal	Food,	Drug,	and	Cosmetic	Act	(Act).If,	after
providing	the	appropriate	person	with	an	opportunity	to	consult	with	the	agency,	FDA	finds	that	there	is	a	reasonable	probability	that	a	device	intended	for	human	use	would	cause	serious,	adverse	health	consequences	or	death,	the	FDA	may	issue	a	cease	distribution	and	notification	order	requiring	the	person	named	in	the	order	to
immediately:cease	distribution	of	the	device;notify	health	professionals	and	device	user	facilities	of	the	order;	andinstruct	these	professionals	and	device	user	facilities	to	cease	use	of	the	device.The	person	named	in	the	order	will	have	an	opportunity	for	a	regulatory	hearing	or	to	provide	a	written	request	to	FDA	asking	that	the	order	be	modified,
vacated,	or	amended.	That's	why	these	types	of	economic	harm	cases	affecting	many	people	commonly	exist	only	as	class	action	lawsuits.	Notwithstanding	similar	requirements	under	the	Quality	System	regulation	(21	CFR	820),	the	firm	should	take	into	consideration:Prepare	and	maintain	a	current	written	contingency	plan	for	use	in	initiating	and
effecting	a	recall	in	accordance	with	21	CFR	7.Use	sufficient	coding	of	regulated	products	to	make	possible	positive	lot	identification	and	to	facilitate	effective	recall	of	all	violative	lots.Maintain	such	product	distribution	records	as	necessary	to	facilitate	location	of	products	that	are	being	recalled.	The	license	may	not	give	you	all	of	the	permissions
necessary	for	your	intended	use.	In	exceptional	cases	where	the	manufacturer	or	importer	does	not	voluntarily	recall	a	device	that	poses	a	health	hazard,	the	FDA	will	take	enforcement	action	under	21	CFR	810	–	Medical	Device	Recall	Authority.	However,	it	can	become	reportable	if	it	is	carried	out	in	order	to	reduce	a	risk	to	health	as	defined	by	21
CFR	806.2	(k)	resulting	from	the	use	of	the	device.	Notices	are	sent	to	all	consumers	of	the	recalled	medication	without	regard	to	specific	batches	affected.	Top	Companion	Anim	Med.	(Check	out	the	FDA	Recalls,	Market	Withdrawals,	&	Safety	Alerts	page	for	the	latest	product	safety	information	from	the	agency.)	Class	I	Recalls	A	Class	I	recall	is	the
most	urgent	and	serious	of	the	three	types	of	FDA	recalls.	Failure	to	act	may	result	in	a	warning	from	the	FDA	and,	in	the	worst	case,	a	lawsuit.	An	example	would	be	an	over-the-counter	medication	that	has	contamination	from	a	toxin.	However,	if	a	report	is	not	required	under	21	CFR	806,	the	firm	may	voluntarily	report	under	21	CFR	7.The
definition	of	"risk	to	health"'	under	21	CFR	806	tracks	the	definitions	of	Class	I	and	Class	II	recalls	in	21	CFR	7.3(m).	Historically,	this	incident	was	significant:	it	triggered	a	transfer	of	regulatory	authority	over	compounded	products	from	state	pharmacy	boards	to	the	FDA.[1]	Another	infamous	recall	occurred	in	2012	when	Pfizer	recalled
approximately	1	million	packs	of	birth	control	pills	due	to	incorrect	packaging.[2]	The	top	recall	causes	are	incorrect	labeling,	defective	products,	and	incorrect	potency.	The	recalling	firm	will	ordinarily	be	responsible	for	conducting	effectiveness	checks,	but	FDA	will	assist	in	this	task	where	necessary	and	appropriate.	The	recall	communication
should	not	contain	irrelevant	information,	promotional	materials,	or	any	other	statement	that	may	detract	from	the	message.	Repairs	of	an	unexpected	nature,	replacement	of	parts	earlier	than	their	normal	life	expectancy,	or	identical	repairs	or	replacements	of	multiple	units	of	a	device	are	not	routine	servicing.Stock	recovery	means	the	correction	or
removal	of	a	device	that	has	not	been	marketed	or	that	has	not	left	the	direct	control	of	the	manufacturer,	i.e.,	the	device	is	located	on	the	premises	owned,	or	under	the	control	of,	the	manufacturer,	and	no	portion	of	the	lot,	model,	code,	or	other	relevant	unit	involved	in	the	corrective	or	removal	action	has	been	released	for	sale	or	use.Voluntary
Recalls	-	21	CFR	7A	recall	is	a	method	of	removing	or	correcting	products	that	are	in	violation	of	laws	administered	by	the	Food	and	Drug	Administration	(FDA).	Fed	Regist.		Once	created,	the	report	is	sent	to	CDRH	through	the	FDA	Electronic	Submission	Gateway	(ESG).	Telephone	calls	or	other	personal	contacts	should	ordinarily	be	confirmed	by
one	of	the	above	methods	and/or	documented	in	an	appropriate	manner.A	recall	communication	should	be	written	in	accordance	with	the	following	guidelines:Be	brief	and	to	the	point;Identify	clearly	the	product,	size,	lot	number(s),	code(s)	or	serial	number(s)	and	any	other	pertinent	descriptive	information	to	enable	accurate	and	immediate
identification	of	the	product;Explain	concisely	the	reason	for	the	recall	and	the	hazard	involved,	if	any;Provide	specific	instructions	on	what	should	be	done	with	respect	to	the	recalled	products;	andProvide	a	ready	means	for	the	recipient	to	report	to	the	recalling	firm	whether	it	has	any	of	the	product,	e.g.,	by	sending	a	postage-paid,	self-addressed
postcard	or	by	allowing	the	recipient	to	place	a	collect	call	to	the	recalling	firm.The	recall	communication	should	not	contain	irrelevant	qualifications,	promotional	materials,	or	any	other	statement	that	may	detract	from	the	message.	Pharmacists	can	optimize	healthcare	outcomes	by	staying	up-to-date	on	FDA	recalls,	sharing	information	with	other
healthcare	professionals,	and	sharing	information	with	their	patients.	For	this	reason,	providers	should	report	adverse	vaccine	reactions,	however	trivial	they	may	seem.	In	this	article	you	will	learn,	what	a	recall	is,	what	has	to	be	considered	when	recalling	a	device,	what	the	difference	between	a	“recall,”	“correction,”	and	“removal”	is,	who	is
responsible	for	the	recall,	correction,	or	removal.	In	addition	to	medications,	medical	devices	and	vaccines	are	also	under	the	FDA’s	regulatory	purview	and	thus	subject	to	recall.	Foreign	manufacturers	and	importers	must	contact	the	DRC	where	their	US	agent	is	located.Such	removal	or	correction	will	be	considered	a	recall	only	if	the	FDA
determines	the	product	is	violative.	Almost	all	recalls	are	conducted	on	a	voluntary	basis	by	the	manufacturer.Please	note	an	electronic	product	that	emits	radiation	and	is	subject	to	21	CFR	1003	and	1004	is	not	subject	to	the	requirements	under	21	CFR	7.Health	Hazard	EvaluationAn	evaluation	of	the	health	hazard	presented	by	a	product	being
recalled	or	considered	for	recall	is	conducted	by	FDA	and	takes	into	account,	but	need	not	be	limited	to,	the	following	factors:Whether	any	disease	or	injuries	have	already	occurred	from	the	use	of	the	product.Whether	any	existing	conditions	could	contribute	to	a	clinical	situation	that	could	expose	humans	or	animals	to	a	health	hazard.	The	parents
could	potentially	sue	to	get	their	money	back,	but	most	toys	don't	cost	enough	to	warrant	a	lawsuit	for	a	refund.	Records	must	contain	the	following	information:The	brand	name,	common	or	usual	name,	classification,	name	and	product	code,	if	known,	and	the	intended	use	of	the	device.The	model,	catalog,	or	code	number	of	the	device	and	the
manufacturing	lot	or	serial	number	of	the	device	or	other	identification	number.A	description	of	the	event(s)	giving	rise	to	the	information	reported	and	the	corrective	or	removal	action	that	has	been,	and	is	expected	to	be	taken.Justification	for	not	reporting	the	correction	or	removal	action	to	FDA,	which	shall	contain	conclusions	and	any	follow-ups,
and	be	reviewed	and	evaluated	by	a	designated	person.A	copy	of	all	communications	regarding	the	correction	or	removal.The	manufacturer	or	importer	must	retain	all	records	for	a	period	of	two	years	beyond	the	expected	life	of	the	device,	even	if	the	manufacturer	or	importer	has	ceased	to	manufacture	or	import	the	device.	Recall	does	not	include	a
market	withdrawal	or	a	stock	recovery.Recall	strategy	means	a	planned	course	of	action	to	be	taken	in	conducting	a	specific	recall,	which	addresses	the	depth	of	recall,	need	for	public	warnings,	and	extent	of	effectiveness	checks	for	the	recall.Recalling	firm	means	the	firm	that	initiates	a	recall	or,	in	the	case	of	a	Food	and	Drug	Administration-
requested	recall,	the	firm	that	has	primary	responsibility	for	the	manufacture	and	marketing	of	the	product	to	be	recalled.Removal	means	the	physical	removal	of	a	device	from	its	point	of	use	to	some	other	location	for	repair,	modification,	adjustment,	relabeling,	destruction,	or	inspection.Risk	to	health	means	(1)	A	reasonable	probability	that	use	of,
or	exposure	to,	the	product	will	cause	serious	adverse	health	consequences	or	death;	or	(2)	That	use	of,	or	exposure	to,	the	product	may	cause	temporary	or	medically	reversible	adverse	health	consequences,	or	an	outcome	where	the	probability	of	serious	adverse	health	consequences	is	remote.Routine	servicing	means	any	regularly	scheduled
maintenance	of	a	device,	including	the	replacement	of	parts	at	the	end	of	their	normal	life	expectancy,	e.g.,	calibration,	replacement	of	batteries,	and	responses	to	normal	wear	and	tear.	The	FDA	assigns	a	numerical	class	(I,	II	or	III)	to	recalls	to	indicate	the	relative	level	of	health	hazard	presented	by	the	device	being	recalled.	Illustrating	the	financial
cost	of	recalls,	Johnson	and	Johnson	lost	approximately	$600	million	in	sales	after	closing	a	distribution	site	due	to	a	recall.	The	epidemiology	of	drug	recalls	in	the	United	States.	Companies	that	sell	their	devices	on	the	US	market	should	establish	a	recall/reportable	correction	or	removal	procedure	as	part	of	their	QM	system.	MMWR	Morb	Mortal
Wkly	Rep.	“Recall	strategy”	means	a	planned	course	of	action	to	be	taken	in	conducting	a	specific	recall,	which	addresses	the	depth	of	recall,	need	for	public	warnings,	and	extent	of	effectiveness	checks	for	the	recall.	For	example,	companies	must	act	more	quickly	and	decisively	in	high-risk	cases.)	Ease	in	identifying	the	device	Degree	to	which	the
device’s	deficiency	is	obvious	to	the	consumer	or	user	Degree	to	which	the	device	remains	unused	in	the	marketplace	Continued	availability	of	essential	products	The	recall	strategy	must	take	the	following	elements	into	account	(depending	on	the	severity	of	the	breach):	Depth	of	recallThe	distribution	chains	to	be	covered	by	the	recall	have	to	be
taken	into	account:	consumer	or	user	level	or	wholesale	to	retail	level.	The	FDA	in	consultation	with	the	recalling	firm	will	ordinarily	issue	such	publicity.	21	CFR	7	sets	forth	specific	recall	procedures	for	FDA	to	monitor	recalls	and	assess	the	adequacy	of	a	firm's	efforts	in	recall.	If	your	use	of	a	recalled	product	resulted	in	an	injury,	you	might	want	to
discuss	the	situation	(and	your	legal	options)	with	a	personal	injury	lawyer.	In	2001,	an	FDA	panel	convened	to	analyze	purported	associations	between	this	vaccine	and	inflammatory	arthritis.	[PMC	free	article:	PMC4632204]	[PubMed:	26209838]13.Poland	GA.	Joint	efforts	reporting	to	VAERS	give	all	healthcare	professionals	more	accurate	data	to
predict	adverse	effects	they	can	expect	to	observe	clinically.Healthcare	providers,	including	pharmacists,	must	understand	their	legal	and	professional	responsibilities	regarding	recalls.	Characteristics	of	FDA	drug	recalls:	A	30-month	analysis.	2020	Aug;35(8):2259-2266.	So,	a	recall	can	be	both	a	correction	and	a	removal.	The	FDA	publishes	all
recalls	in	its	weekly	FDA	Enforcement	Report.	21	CFR	7	provides	guidance	so	that	responsible	firms	may	conduct	an	effective	recall.Medical	device	recalls	are	usually	conducted	voluntarily	by	the	manufacturer	under	21	CFR	7.	In	order	to	create	or	revise	an	existing	regulation,	FDA	will	publish	a	proposed	rule	in	the	FR	and	request	comments.
[PubMed:	9519028]	Disclosure:	Tyler	Natof	declares	no	relevant	financial	relationships	with	ineligible	companies.	2012	Aug;9(8):1251-5.	Corrections	and	removals	according	to	21	CFR	806	are	closely	related	to	recalls.	2012	Jul	23;172(14):1109-10.	Pharmacists	are	strongly	encouraged,	but	not	required	by	law,	to	report	adverse	drug	reactions	to	the
FDA.	remedy	a	breach	of	the	FD&C	Act	caused	by	the	device	and	which	may	present	a	risk	to	health,	unless	the	information	has	already	been	provided	in	a	reportable	event	notification	in	accordance	with	21	CFR	803	(Medical	Device	Reporting)	or	the	corrective	or	removal	action	is	exempt	from	the	reporting	requirements	(21	CFR	806.1.	(b)).	Class	I
recalls	indicate	the	drug	could	potentially	cause	death.	If	medical	devices	do	not	(or	no	longer)	meet	the	FDA	requirements,	they	are	generally	recalled	voluntarily	under	21	CFR	7.	In	most	cases,	recalls	are	voluntary.	A	request	by	the	FDA	that	a	firm	recall	a	product	is	reserved	for	urgent	situations	and	is	directed	to	the	firm	that	has	primary
responsibility	for	the	manufacture	and	marketing	of	the	product	that	is	to	be	recalled.Recall	does	not	include	market	withdrawal	or	a	stock	recovery.		We	recommend	you	submit	806	Reports	using	the	Correction	and	Removal	Fillable	form	(Form	FDA	5072).	This	usually	happens	after	the	FDA	has	given	the	company	an	opportunity	to	consult	with	it,	if
the	company	nevertheless	does	not	carry	out	the	recall	voluntarily,	and	the	FDA	concludes	that	there	is	a	reasonable	probability	that	a	device	intended	for	human	use	would	cause	serious	adverse	health	consequences	or	death.	The	FDA’s	internal	process	varies	depending	on	the	class	assigned.	Rather	than	an	exhaustive	list	of	all	available	recall
information,	MedWatch	is	a	summary	of	severe	reactions	that	a	provider	would	not	anticipate	based	solely	on	current	labeling.	VAERS	provides	a	rich	data	source	that	can	be	used	in	retrospective	studies,	sometimes	leading	to	recall.	2016	Feb	15;73(4):235-40.	“Recalling	firm”	means	the	firm	that	initiates	a	recall	or,	in	the	case	of	a	Food	and	Drug
Administration-requested	recall,	the	firm	that	has	primary	responsibility	for	the	manufacture	and	marketing	of	the	product	to	be	recalled.	Major	FDA	medical	device	recalls	in	ophthalmology	from	2003	to	2015.	Final	rule.	The	extent	of	the	recall	depends	on	the	degree	of	hazard	posed	by	the	medical	device.	One	prominent	example	involved	a	new
vaccine	for	Lyme	disease.	Provide	a	way	for	the	recipient	to	report	to	the	recalling	firm	whether	it	has	the	device.	According	to	the	FDA,	this	can	involve	personal	visits,	telephone	calls,	letters,	or	a	combination	of	these	things.	Unfortunately,	adverse	reactions	are	underreported	by	clinicians.[15]Drug	manufacturers	often	notify	consumers
automatically	of	a	recall	before	pharmacies	are	notified.	For	example,	other	rights	such	as	publicity,	privacy,	or	moral	rights	may	limit	how	you	use	the	material.	You	do	not	have	to	comply	with	the	license	for	elements	of	the	material	in	the	public	domain	or	where	your	use	is	permitted	by	an	applicable	exception	or	limitation	.	Recall:	A	recall	is	a
correction	or	removal	that	occurs	when	a	device	does	not	comply	with	the	FDA	regulations.	Postgrad	Med.	Once	a	proposed	rule	is	finalized,	it	is	published	in	the	Code	of	Federal	Regulations	(CFR).21	CFR	7Enforcement	Policy:	Recalls	(Including	Product	Corrections)	-	Guidelines	on	Policy,	Procedures,	and	Industry	Responsibilities,	June	16,	1978.	It
must	not	be	the	case	that	a	reportable	recall	cannot	be	responded	to	because	employees	are	on	vacation.	A	recall	is	a	way	for	manufacturers	to	correct	their	devices	or	remove	them	from	the	market	if	they	do	not	(or	no	longer)	comply	with	the	FDA’s	requirements.	This	is	particularly	the	case	for	devices	that	endanger	public	health	and	well-being
because	they	present	a	risk	of	injury,	they	involve	gross	deception,	or	they	are	otherwise	defective.	A	recalling	firm	is	encouraged	to	discuss	the	recall	letter	with	its	DRC	prior	to	issuing	the	notification.Consignees	that	receive	a	recall	communication	should	immediately	carry	out	the	instructions	set	forth	by	the	recalling	firm	and,	where	necessary,
extend	the	recall	to	its	consignees	in	accordance	with	the	instructions	described	above.Recall	status	reportsThe	recalling	firm	is	requested	to	submit	periodic	recall	status	reports	to	the	its	DRC	so	that	the	agency	may	assess	the	progress	of	the	recall.	Effectiveness	checksThe	recalling	firm	must	establish	strategies	for	checking	the	effectiveness	of	the
recall	measures.	The	DRC	will	send	written	notification	of	the	end	of	the	recall	to	the	recalling	firm.	A	device	available	on	the	market	must	be	recalled	if	it	violates	FDA	regulations.	2014	Apr	22;63(15):1473-9.	Class	III	–	A	situation	in	which	use	of,	or	exposure	to,	a	violative	product	is	not	likely	to	cause	adverse	health	consequences.	The	best	resource
for	pharmacists	to	obtain	the	most	current	information	regarding	FDA	recalls,	including	specific	batch	numbers	affected,	is	the	FDA	Enforcement	Report	Index.	Adapt	—	remix,	transform,	and	build	upon	the	material	for	any	purpose,	even	commercially.	This	dataset	offers	providers	a	prompt	and	economical	means	of	analyzing	vaccine	safety.	In	rare
instances,	where	the	manufacturer	or	importer	fails	to	voluntarily	recall	a	device	that	is	a	risk	to	health,	FDA	may	issue	a	recall	order	to	the	manufacturer	under	21	CFR	810,	Medical	Device	Recall	Authority.	A	report	also	has	to	be	sent	if	the	event	is	the	result	of	a	use	error.	Class	III	recalls	are	due	to	innocuous	defects	in	something	such	as	container
design.[1]	A	recent	example	of	a	class	I	recall	involved	implantable	cardioverter	defibrillators.[6]	These	devices	prevent	potentially	fatal	ventricular	tachyarrhythmia.[7]	Since	a	defect	in	these	devices	can	cause	death,	it	was	a	class	I	FDA	recall.	Explain	concisely	the	reason	for	the	recall	and	the	hazard	involved,	if	any.	FDA	may	later	amend	the	order
to	require	a	recall	of	the	device.Corrections	and	Removals	-	21	CFR	806Under	21	CFR	806,	Medical	Devices;	Reports	of	Corrections	and	Removals,	manufacturers	and	importers	are	required	to	make	a	report	to	FDA	of	any	correction	or	removal	of	a	medical	device(s)	if	the	correction	or	removal	was	initiated	to	reduce	a	risk	to	health	posed	by	the
device	or	to	remedy	a	violation	of	the	act	caused	by	the	device	which	may	present	a	risk	to	health.	They	are	also	initiated	by	the	manufacturer	itself,	for	example,	to	ensure	that	the	device	continues	to	comply	with	the	legal	requirements.	Clinical	trials	evaluated	by	the	FDA	to	grant	licensure	to	a	vaccine	are	rigorous	and	thorough,	and	they	detect
most	complications.	2018	Apr;53(2):98-103.	Therefore,	reports	of	corrections	and	removals	are	required	for	Class	I	and	Class	II	recalls.	[PMC	free	article:	PMC5518627]	[PubMed:	28463163]9.Talati	RK,	Gupta	AS,	Xu	S,	Ghobadi	CW.	Companies	are	often	under	the	mistaken	belief	that	their	US	agent	is	responsible	for	the	report.	Source:	FDA	A
recalling	firm	must	promptly	notify	each	of	its	affected	direct	customers	about	the	recall.	Under	21	CFR	806,	manufacturers	and	importers	need	not	report	events	categorized	as	Class	III	recalls	under	21	CFR	§7;	only	record	keeping	requirements	would	apply.The	following	actions	are	exempt	from	the	reporting	requirements:Actions	taken	by	device
manufacturers	or	importers	to	improve	the	performance	or	quality	of	a	device	but	that	do	not	reduce	a	risk	to	health	posed	by	the	device	or	remedy	a	violation	of	the	act	caused	by	the	device,Market	withdrawals,Routine	servicing,	andStock	recoveries.Who	must	reportManufacturers	and	importers	are	required	to	report	a	correction	or	removal	of	a
product	if	it	involves	a	risk	to	health.	If	there	are	any	problems	with	their	devices	in	the	USA,	they	may	be	responsible	for	these	procedures.	A	recall	under	21	CFR	7	must	be	reported	to	the	FDA.	No	additional	restrictions	—	You	may	not	apply	legal	terms	or	technological	measures	that	legally	restrict	others	from	doing	anything	the	license	permits.
Thus,	pharmacists	should	be	prepared	to	answer	patient	questions	concerning	recalls.	The	frequency	of	such	reports	will	be	determined	by	the	relative	urgency	of	the	recall	and	will	be	specified	by	the	FDA	in	each	recall	case;	generally	the	reporting	interval	will	be	between	2	and	4	weeks.	If	applicable,	include	any	Medical	Device	Report	(MDR)
numbers	submitted	under	21	CFR	803.The	number	of	devices	subject	to	the	Correction	or	Removal.Date	of	manufacture	or	distribution;	expiration	date	or	expected	life.Name,	address,	and	telephone	number	of	all	consignees	(domestic	and	foreign)	and	the	dates	and	number	of	devices	distributed	to	each	consignee.A	copy	of	all	communications
regarding	the	correction	or	removal.A	statement	as	to	why	any	required	information	is	not	available	and	a	date	when	it	will	be	submitted.Where	to	reportYou	have	two	ways	to	report	corrections	and	removals:		e-mail	or	FDA	Electronic	Submission	Software	(eSubmitter).E-mail:		We	encourage	you	to	submit	your	report	via	e-mail	to	your	FDA's	Office
of	Regulatory	Affairs	(ORA)	Division	Recall	Coordinator	(DRC)	listed	here	by	state	or	region	(look	for	Product	Type	"Medical	Device").	The	recall	strategy	will	specify	the	method(s)	to	be	used	for	and	the	level	of	effectiveness	checks	that	will	be	conducted,	as	follows:Level	A--100	percent	of	the	total	number	of	consignees	to	be	contacted;Level	B--Some
percentage	of	the	total	number	of	consignees	to	be	contacted,	which	percentage	is	to	be	determined	on	a	case-by-case	basis,	but	is	greater	than	10	percent	and	less	than	100	percent	of	the	total	number	of	consignees;Level	C--10	percent	of	the	total	number	of	consignees	to	be	contacted;Level	D--2	percent	of	the	total	number	of	consignees	to	be
contacted;	orLevel	E--No	effectiveness	checks.Firm-initiated	recallA	firm	may	choose	to	remove	or	correct	a	distributed	product	for	any	reason	and	under	any	circumstance.	This	applies	in	particular	if	the	device	presents	a	hazard.	Where	necessary,	follow-up	communications	should	be	sent	to	those	who	fail	to	respond	to	the	initial	recall
communication.	Clinically	important	drug	recalls	occur	approximately	once	per	month	in	the	United	States.	Source:	FDA	The	FDA	lists	the	following	factors	that	should	be	considered	when	designing	the	strategy:	Results	of	the	health	hazard	evaluation	(The	class	influences	the	strategy.	An	adverse	event	is	considered	serious	if	it	fatal,	life-threatening,
requires	hospitalization,	causes	a	congenital	anomaly,	or	if	medical	or	surgical	intervention	was	needed	to	avoid	permanent	consequences.[15]	This	failure	of	reporting	further	emphasizes	the	importance	of	pharmacists	consulting	the	FDA	Enforcement	Report	Index.Review	QuestionsImage	summarizes	the	steps	a	pharmacist	should	take	when
assisting	a	patient	with	questions	regarding	a	recall.	If	you	have	comments	or	suggestions	on	how	to	improve	the	www.ecfr.gov	website	or	have	questions	about	using	www.ecfr.gov,	please	choose	the	'Website	Feedback'	button	below.	Foreign	manufacturers	and	importers	must	contact	the	DRC	where	their	US	agent	is	located.	One	example	of	class	II
recalls	is	radiation	oncology	devices.	In	such	cases,	the	FDA	will	ask	the	firm	to	provide	this	information:Identity	of	the	product	involved.Reason	for	the	removal	or	correction	and	the	date	and	circumstances	under	which	the	product	deficiency	or	possible	deficiency	was	discovered.Evaluation	of	the	risk	associated	with	the	deficiency	or	possible
deficiency.Total	amount	of	such	products	produced	and/or	the	time	span	of	the	production.Total	amount	of	such	products	estimated	to	be	in	distribution	channels.Distribution	information,	including	the	number	of	direct	accounts	and,	where	necessary,	the	identity	of	the	direct	accounts.A	copy	of	the	firm's	recall	communication	if	any	has	issued,	or	a
proposed	communication	if	none	has	issued.Proposed	strategy	for	conducting	the	recall.Name	and	telephone	number	of	the	firm	official	who	should	be	contacted	concerning	the	recall.The	FDA	will	review	the	information	submitted,	advise	the	firm	of	the	assigned	recall	classification,	recommend	any	appropriate	changes	in	the	firm's	strategy	for	the
recall,	and	advise	the	firm	that	its	recall	will	be	placed	in	the	weekly	FDA	Enforcement	Report.	The	recall	request	is	issued	by	the	FDA	exercising	its	medical	device	recall	authority	in	accordance	with	21	CFR	810.	MedWatch:	FDA's	Medical	Products	Reporting	Program.	Arch	Intern	Med.	[PubMed:	26843501]2.Wang	B,	Gagne	JJ,	Choudhry	NK.	Class	II
–	A	situation	in	which	use	of,	or	exposure	to,	a	violative	product	may	cause	temporary	or	medically	reversible	adverse	health	consequences	or	where	the	probability	of	serious	adverse	health	consequences	is	remote.	The	FDA	gives	some	tips	for	writing	the	communication:		Be	brief	and	to	the	point.	The	company	that	initiates	the	correction	must
submit	a	report.	ShareAlike	—	If	you	remix,	transform,	or	build	upon	the	material,	you	must	distribute	your	contributions	under	the	same	license	as	the	original.	In	general,	the	reporting	interval	will	be	between	two	and	four	weeks.	1998	Mar;103(3):13-6.	This	saves	time	in	case	of	an	emergency	and	helps	to	avoid	errors.	Objectives:	Describe	the
impact	of	FDA	drug	recalls	on	the	healthcare	system.Describe	the	different	categories	of	FDA	recalls	and	list	examples	of	each.Explain	how	pharmacists	can	access	reliable	information	regarding	FDA	recalls	and	contribute	to	such	data.Describe	the	interprofessional	teamwork	between	pharmacists	and	physicians	managing	patients	affected	by
recalled	products.	Any	conclusion	shall	be	supported	as	completely	as	possible	by	scientific	documentation	and/or	statements	that	the	conclusion	is	the	opinion	of	the	individual(s)	making	the	health	hazard	determination.Assessment	of	hazard	to	various	segments	of	the	population,	e.g.,	children,	surgical	patients,	pets,	livestock,	etc.,	who	are	expected
to	be	exposed	to	the	product	being	considered,	with	particular	attention	paid	to	the	hazard	to	those	individuals	who	may	be	at	greatest	risk.Assessment	of	the	degree	of	seriousness	of	the	health	hazard	to	which	the	populations	at	risk	would	be	exposed.Assessment	of	the	likelihood	of	occurrence	of	the	hazard.Assessment	of	the	consequences
(immediate	or	long-range)	of	occurrence	of	the	hazard.On	the	basis	of	this	determination,	the	FDA	will	assign	the	recall	a	classification,	i.e.,	Class	I,	Class	II,	or	Class	III,	to	indicate	the	relative	degree	of	health	hazard	of	the	product	being	recalled	or	considered	for	recall.ClassificationRecalls	are	classified	into	a	numerical	designation	(I,	II,	or	III)	by
the	FDA	to	indicate	the	relative	degree	of	health	hazard	presented	by	the	product	being	recalled.Class	I	-	a	situation	in	which	there	is	a	reasonable	probability	that	the	use	of,	or	exposure	to,	a	violative	product	will	cause	serious	adverse	health	consequences	or	death.Class	II	-	a	situation	in	which	use	of,	or	exposure	to,	a	violative	product	may	cause
temporary	or	medically	reversible	adverse	health	consequences	or	where	the	probability	of	serious	adverse	health	consequences	is	remote.Class	III	-	a	situation	in	which	use	of,	or	exposure	to,	a	violative	product	is	not	likely	to	cause	adverse	health	consequences.Recall	StrategyThe	recalling	firm	should	develop	a	recall	strategy	that	takes	into	account
the	following	factors	as	they	apply	to	the	individual	circumstances	of	the	particular	recall:Results	of	health	hazard	evaluation.Ease	in	identifying	the	product.Degree	to	which	the	product's	deficiency	is	obvious	to	the	consumer	or	user.Degree	to	which	the	product	remains	unused	in	the	market-place.Continued	availability	of	essential	products.The	FDA
will	review	the	adequacy	of	a	proposed	recall	strategy	and	recommend	changes	as	appropriate.	Recalls	can	also	be	ordered	by	the	FDA.	In	general	terms,	the	purpose	of	a	recall	communication	is	to	convey:That	the	product	in	question	is	subject	to	a	recall.That	further	distribution	or	use	of	any	remaining	product	should	cease	immediately.Where
appropriate,	that	the	direct	account	should	in	turn	notify	its	customers	who	received	the	product	about	the	recall.Instructions	regarding	what	to	do	with	the	product.A	recall	communication	can	be	accomplished	by	telegrams,	mailgrams,	or	first	class	letters	conspicuously	marked,	preferably	in	bold	red	type,	on	the	letter	and	the	envelope:	"medical
device	recall	[or	correction]".	This	is	reserved	for	urgent	situations	where	other	means	for	preventing	use	of	the	recalled	product	appear	inadequate.	21	CFR	7	provides	guidance	so	that	responsible	firms	may	conduct	an	effective	recall.A	recall	is	an	alternative	to	an	FDA-initiated	court	action	for	removing	or	correcting	violative	products	that	have
been	distributed.	Attribution	—	You	must	give	appropriate	credit	,	provide	a	link	to	the	license,	and	indicate	if	changes	were	made	.	2015	Jan-Mar;5(1):13-9.	Medical	Device	Recalls	in	Radiation	Oncology:	Analysis	of	US	Food	and	Drug	Administration	Data,	2002-2015.	By	educating	themselves	about	potential	adverse	drug	effects,	monitoring	them	in
patients,	and	reporting	events	to	the	FDA,	pharmacists,	and	physicians	protect	public	health.	A	request	by	the	Food	and	Drug	Administration	that	a	firm	recalls	a	product	is	reserved	for	urgent	situations	and	is	to	be	directed	to	the	firm	that	has	primary	responsibility	for	the	manufacture	and	marketing	of	the	product	that	is	to	be	recalled.	The	actions
open	to	the	FDA	range	from	a	simple	request	to	seizure	in	extreme	cases.	The	U.S.	Food	and	Drug	Administration	(FDA)	is	the	branch	of	the	federal	government	that	is	responsible	for	overseeing	the	regulation	and	safety	of	prescription	and	over-the-counter	drugs.	Recall	is	a	voluntary	action	that	takes	place	because	manufacturers	and	distributors
carry	out	their	responsibility	to	protect	the	public	health	and	well-being	from	products	that	present	a	risk	of	injury	or	gross	deception	or	are	otherwise	defective.	Clin	Infect	Dis.	As	a	dynamic	database,	VAERS	generates	nearly	real-time	statistics	regarding	adverse	vaccine	events.	An	economic	injury	usually	refers	to	the	money	a	plaintiff	spent	on	the
item.	Change	history	2024-02-25:	Article	restructured	Recall	is	a	voluntary	action	that	takes	place	because	manufacturers	and	distributors	carry	out	their	responsibility	to	protect	the	public	health	and	well-being	from	products	that	present	a	risk	of	…	Recalls	are	actions	taken	by	a	firm	to	remove	a	product	from	the	market.	“Correction”	means	repair,
modification,	adjustment,	relabeling,	destruction,	or	inspection	(including	patient	monitoring)	of	a	product	without	its	physical	removal	to	some	other	location.	Class	I	-	a	situation	in...	With	certain	vaccines,	however,	there	is	a	legal	obligation.[15]	Providers	play	a	key	role	in	improving	public	health	when	they	opt	to	report	adverse	events.		Instructions
on	how	to	use	the	eSubmitter	tool	to	electronically	report	corrections	and	removals	may	be	found	using	this	link:	Electronic	Submission	of	806	Reports	of	Corrections	and	RemovalsAmendmentsIf,	after	submitting	a	report,	a	manufacturer	or	importer	determines	that	the	same	correction	or	removal	should	be	extended	to	additional	lots	or	batches	of
the	same	device,	the	manufacturer	or	importer	must	amend	the	original	report	by	submitting	an	amendment	within	10-working	days	of	initiating	the	extension	of	the	correction	or	removal	[21	CFR	806.10(d)].	J	Arthroplasty.	This	system	relies	on	voluntary	reporting	from	healthcare	providers	to	analyze	post-licensure	vaccine	safety.	Consignees	may	be
contacted	by	personal	visits,	telephone	calls,	letters,	or	a	combination	thereof.	Such	records	should	be	maintained	for	a	period	of	time	that	exceeds	the	shelf	life	and	expected	use	of	the	product	and	is	at	least	the	length	of	time	specified	in	other	applicable	regulations	concerning	records	retention.Having	these	procedures	in	place	prior	to	the	initiation
of	any	recall	will	allow	the	recall	process	to	proceed	in	an	efficient	manner.Additional	information	documents	on	recalls	are	available:Mandatory	Device	Recalls	-	21	CFR	810Medical	device	recalls	are	usually	conducted	voluntarily	by	the	manufacturer	under	21	CFR	7.	A	striking	example	is	the	New	England	Compounding	Center	recall	of	injectable
corticosteroids	contaminated	with	fungal	strains.	Besides	drugs,	foods,	and	cosmetics,	an	FDA	Recall	can	also	apply	to:	vaccines	human	tissue	used	for	transplantation	human	blood	and	blood	products,	and	medical	devices.	But	if	you	prepare	well	and	follow	the	tips	given	above,	everything	should	run	smoothly,	even	in	an	emergency.	If	companies	fail
to	do	so,	they	will	receive	a	warning	letter	from	the	FDA.	A	firm	that	initiates	a	removal	or	correction	of	its	product	which	the	firm	believes	is	a	market	withdrawal	should	consult	with	its	DRC	if	the	reason	for	the	removal	or	correction	is	not	obvious	or	clearly	understood	but	where	it	is	apparent,	e.g.,	because	of	complaints	or	adverse	reactions
regarding	the	product,	that	the	product	is	deficient	in	some	respect.	Heart	Rhythm.	The	letter	and	the	envelope	should	be	also	marked:	"urgent"	for	Class	I	and	Class	II	recalls	and,	when	appropriate,	for	Class	III	recalls.	The	recall	strategy	will	specify	whether	a	public	warning	is	needed	and	whether	it	will	issue	as:General	public	warning	through	the
general	news	media,	either	national	or	local	as	appropriate,	orPublic	warning	through	specialized	news	media,	e.g.,	professional	or	trade	press,	or	to	specific	segments	of	the	population	such	as	physicians,	hospitals,	etc.Effectiveness	checks.	Disclosure:	Mark	Pellegrini	declares	no	relevant	financial	relationships	with	ineligible	companies.	But	recalls,
corrections,	and	removals	are	the	responsibility	of	the	manufacturer	or	importer.	This	FDA	maintains	FAERS	as	a	free,	user-friendly	system	for	online	searching	by	the	general	public.	A	detailed	overview	of	recalls	can	be	found	on	the	FDA’s	website.	At	first	glance,	the	processes	for	recalls,	corrections,	and	removals	seem	complicated	and	lengthy.
Class	II	recalls	are	the	most	common	and	indicate	the	drug	product	or	device	has	reversible	side	effects	or	an	exceedingly	small	probability	of	serious	adverse	effects.	No	deadline	is	specified.	Let's	take	a	closer	look	at	the	differences	between	these	three	classes	and	what	they	can	mean	for	a	potential	lawsuit.	These	have	been	subject	to	class	II
recalls	due	to	faulty	software	that	can	temporarily	cause	the	patient	to	be	incorrectly	positioned	during	their	radiation	therapy.[8]Because	this	software	defect	only	causes	sporadic	errors	within	a	given	treatment	session,	this	is	a	class	II	recall.	Written	notification	that	a	recall	is	terminated	will	be	issued	by	its	DRC	to	the	recalling	firm.	This	could	be
the	manufacturer	or	the	importer.	1996	Nov	20;61(225):59004-22.	Common	examples	of	contaminants	that	cause	drug	recalls	were	other	drugs,	heavy	metals,	bacteria,	or	fungi.Contrary	to	public	perception,	the	FDA	does	not	have	the	authority	to	mandate	a	drug's	withdrawal	from	the	market	directly.	The	FDA	issues	drug	recalls—more	precisely
thought	of	as	requests	for	drug	recalls—through	the	Center	for	Drug	Evaluation	and	Research	(CDER)	and	Center	for	Biologics	Evaluation	and	Research	(CBER).[1]Drug	recalls	are	grouped	into	class	I,	class	II,	or	class	III	in	order	of	decreasing	severity.	The	report	must	be	submitted	to	the	FDA	within	10	working	days	from	the	date	the	company
initiated	the	correction	or	removal.	However,	when	a	vaccine	is	administered	on	a	larger	scale,	the	expanded	sample	size	and	the	ability	for	longer-term	follow-up	allow	for	the	detection	of	adverse	events	not	initially	seen	in	clinical	trials.	Only	the	person	that	initiates	the	correction	or	removal	is	required	to	report.When	to	reportThe	report	must	be
submitted	to	FDA	within	10	working	days	from	the	time	the	firm	initiates	the	correction	or	removal	.	[PMC	free	article:	PMC4286830]	[PubMed:	25599028]5.Medical	device	recall	authority--FDA.	2011	Feb;52	Suppl	3:s253-8.	All	class	I	recalls	are	posted	on	the	FDA’s	website.	A	recalling	firm	should	conduct	the	recall	in	accordance	with	an	approved
recall	strategy	but	need	not	delay	initiation	of	a	recall	pending	review	of	its	recall	strategy.A	recall	strategy	will	address	the	following	elements	regarding	the	conduct	of	the	recall:Depth	of	recall.	However,	it	is	always	the	result	of	a	breach	of	FDA	regulations.	The	licensor	cannot	revoke	these	freedoms	as	long	as	you	follow	the	license	terms.	When
the	recalling	firm	decides	to	issue	its	own	public	warning,	it	is	requested	to	submit	to	FDA	its	proposed	public	warning	and	plan	for	distribution	of	the	warning	for	review	and	comment.	A	recall	will	be	terminated	when	the	FDA	determines	that	all	reasonable	efforts	have	been	made	to	remove	or	correct	the	device	in	accordance	with	the	recall
strategy.	Unlike	a	recall	order	under	21	CFR	810,	a	requested	recall	under	21	CFR	7	is	intended	for	exceptional,	urgent	cases.	Manufacturers	often	only	think	about	21	CFR	803	(Medical	Device	Reporting)	when	it	comes	to	reporting	incidents.	Safety	monitoring	in	the	Vaccine	Adverse	Event	Reporting	System	(VAERS).	FDA	recalls	have	a	significant
financial	toll	on	the	healthcare	system.	[PubMed:	32279947]11.Day	CS,	Park	DJ,	Rozenshteyn	FS,	Owusu-Sarpong	N,	Gonzalez	A.	According	to	21	CFR	806,	corrections	are	closely	linked	to	recalls.	Vaccine.	An	injunction	is	issued	to	halt	further	manufacture	or	distribution.[3][4]	The	FDA	can	directly	and	unilaterally	demand	the	removal	of	medical
devices,	but	it	cannot	do	the	same	for	medications.[5]	However,	both	medical	devices	and	medications	are	typically	recalled	by	the	manufacturers	voluntarily.	The	defendant	must	also	show	that	it	provided	adequate	notice	of	the	recall	to	consumers.	Together	with	the	CDC,	the	FDA	operates	the	Vaccine	Adverse	Event	Reporting	System	(VAERS).
[PMC	free	article:	PMC7808711]	[PubMed:	33444297]15.Goldman	SA,	Kennedy	DL.	The	product	caused	751	reported	cases	of	fungal	meningitis	and	64	deaths.	This	same	deadline	applies	for	changes	to	the	original	correction	report	(ten	working	days	from	the	change).	In	a	product	liability	lawsuit	involving	personal	injuries,	while	a	recall	doesn't
automatically	immunize	the	defendant,	it	can	make	it	harder	for	a	plaintiff	to	succeed.	Registration	number,	date	of	the	report,	a	sequence	number	(001,	002,	etc.),	“C”	for	correction	or	“R”	for	removal	Name,	address,	telephone	number,	and	contact	for	the	company	responsible	for	the	correction	or	removal	The	brand	name	and	common	name	of	the
device	and	its	intended	use	The	FDA	marketing	status,	i.e.,	510(k),	PMA,	preamendment	status,	and	device	listing	number	Model/catalog	number,	lot/serial	number	Manufacturer’s	contact	information	(name,	address,	telephone	number,	contact	person),	if	different	from	point	2	above	A	description	of	the	event(s)	and	the	corrective	or	removal	actions
that	have	been,	or	are	expected,	to	be	taken	Any	illness	or	injuries	that	have	occurred	with	use	of	the	device	(if	applicable,	include	the	numbers	of	the	medical	device	reports	submitted	under	21	CFR	803.)	The	number	of	devices	subject	to	the	correction	or	removal	The	date	of	manufacture	or	distribution,	and	the	expiration	date	or	expected	life	Name,
address,	and	telephone	number	of	all	consignees	(domestic	and	foreign)	as	well	as	the	dates	and	number	of	devices	distributed	to	each	consignee	A	copy	of	all	communications	regarding	the	correction	or	removal	A	statement	as	to	why	any	required	information	is	not	available	and	a	date	when	it	will	be	submitted	Manufacturers	and	importers	have
two	options	for	reporting	corrections	and	removals:	Via	the	FDA	Electronic	Submission	Software	(eSubmitter)	(this	is	the	option	recommended	by	the	FDA.)	By	email	to	the	Division	Recall	Coordinator	(DRC)	of	the	FDA’s	Office	of	Regulatory	Affairs	(ORA)		FDA	recalls,	corrections,	and	removals	for	medical	devices	(click	to	enlarge)	To	ensure	that	the
recall	or	correction	process	runs	smoothly,	we	have	put	together	the	following	tips	for	manufacturers	and	importers:		Foreign	manufacturers	and	importers	should	be	prepared	for	recalls,	corrections,	and	removals.	[PubMed:	24530663]8.Connor	MJ,	Tringale	K,	Moiseenko	V,	Marshall	DC,	Moore	K,	Cervino	L,	Atwood	T,	Brown	D,	Mundt	AJ,	Pawlicki	T,
Recht	A,	Hattangadi-Gluth	JA.	You	must	contact	your	FDA’s	Office	of	Regulatory	Affairs	(ORA)	Division	Recall	Coordinator	(DRC)	listed	here	by	state	or	region	(look	for	Product	Type	“Medical	Device”).	A	recall	under	21	CFR	7	does	not	include	a	market	withdrawal	or	a	stock	recovery.	As	is	the	case	with	Class	I	recalls,	the	FDA	will	take	an	oversight
role	to	ensure	its	adequacy.	This	legal	action	is	pursued	via	the	Food,	Drug,	and	Cosmetic	Act.	Our	FDA	experts	will	ensure	that	you	do	not	make	any	mistakes	in	these	steps,	which	are	strictly	regulated	by	law.	This	is	especially	true	if	the	plaintiff	purchased	the	product	or	continued	to	use	it	after	the	recall	occurred.	This	activity	reviews	the
procedures	and	implications	of	FDA	recalls	and	highlights	the	responsibility	of	the	interprofessional	team	in	sharing	such	information.	Drug	recall:	An	incubus	for	pharmaceutical	companies	and	most	serious	drug	recall	of	history.	No	warranties	are	given.	While	they	found	no	significant	statistical	correlation,	their	investigation	prompted	deeper
statistical	analysis	of	previously	obtained	VAERS	data	regarding	the	vaccine’s	adverse	reactions.[13]VEARS	reporting	has	been	instrumental	in	recording	adverse	events	associated	with	severe	acute	respiratory	syndrome	coronavirus	2	(SARS-CoV-2)	vaccines.	The	recalling	firm	should	develop	a	recall	strategy	and	this	strategy	must	be	approved	by
the	FDA.	A	market	withdrawal	is	a	firm's	removal	or	correction	of	a	distributed	product	which	involves	a	minor	violation	that	would	not	be	subject	to	legal	action	by	the	FDA	or	which	involves	no	violation,	e.g.,	normal	stock	rotation	practices,	routine	equipment	adjustments	and	repairs,	etc.	How	an	FDA	Recall	Can	Affect	a	Lawsuit	Some	FDA	recalls
may	apply	to	products	that	result	in	lawsuits	for	injury	or	economic	harm	to	a	consumer	or	patient.	For	high-risk	(class	I)	cases,	manufacturers	should	establish	stricter	measures	in	their	strategy,	e.g.,	100%	recall	effectiveness,	100%	customer	response	rate,	more	attempts	to	contact	all	customers,	notification	in	various	media,	etc.	The	purpose	of	a
public	warning	is	to	alert	the	public	that	a	product	being	recalled	presents	a	serious	hazard	to	health.	For	instance,	if	an	infant's	toy	turns	out	to	pose	a	choking	risk	to	children	under	three,	the	parents	can	sue	for	economic	damages.	Class	III	recalls	are	the	most	benign.	However,	if	manufacturers	take	field	corrective	actions	in	response	to	an
incident,	21	CFR	806	(Medical	Device	Correction	and	Removals)	must	be	followed.	For	their	part,	customers	are	obliged	to	comply	with	the	recall	request	immediately.	Allergic	Reactions	Including	Anaphylaxis	After	Receipt	of	the	First	Dose	of	Pfizer-BioNTech	COVID-19	Vaccine	-	United	States,	December	14-23,	2020.	Recall	may	be	undertaken
voluntarily	and	at	any	time	by	manufacturers	and	distributors,	or	at	the	request	of	the	FDA.	Moreover,	the	toll	on	human	life	has	been	substantial.	2015	Aug	26;33(36):4398-405.	Corrections	and	removals	can	also	be	carried	out	regardless	of	whether	there	is	a	breach	or	not.	recall	is	a	firm's	removal	or	correction	of	a	marketed	product	that	the	FDA
considers	to	be	in	violation	of	the	laws	it	administers	and	against	which	it	would	initiate	legal	action	(e.g.,...	J	Bone	Joint	Surg	Am.	2016	Mar	16;98(6):517-24.	Source:	21	CFR	806.2	(d)	and	(j))	according	to	the	FDA	“Removal”	means	the	physical	removal	of	a	device	from	its	point	of	use	to	some	other	location	for	repair,	modification,	adjustment,
relabeling,	destruction,	or	inspection.	In	addition,	electronic	products	that	emit	radiation	and	are	subject	to	21	CFR	1003	and	1004	are	not	subject	to	the	requirements	of	21	CFR	7.	The	format,	content,	and	extent	of	a	recall	notification	should	be	in	line	with	the	hazard	presented	by	the	device.	A	notable	example	occurred	with	a	vaccine	against	Lyme
disease.[13]	The	case	studies	with	Lyme	Disease	and	the	SARS-CoV-2	vaccine	were	only	possible	due	to	VAERS	data	contributed	by	willing	healthcare	providers,	highlighting	the	positive	impact	providers	can	have	on	public	health	simply	by	reporting	adverse	events	observed	clinically.	Thus,	it	is	a	useful	resource	for	patients.[1]The	Recall	Alert
System	is	a	mechanism	designed	for	the	FDA	to	communicate	with	providers	regarding	recalls,	but	it	frequently	fails	to	do	so.	“Recall“	means	a	firm’s	removal	or	correction	of	a	marketed	product	that	the	FDA	considers	to	be	in	violation	of	the	laws	it	administers	and	against	which	the	agency	would	initiate	legal	action,	e.g.,	seizure.	The	subcutaneous
defibrillator:	a	review	of	the	literature.
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