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reviewers	wrote	to	members	of		
Congress	alleging	interference	
in	the	review	process	from	FDA	
leadership	and	failure	to	adhere	
to	internal	processes.	Congress	
responded	with	requests	for	more	
information	about	specific	reviews	
and	the	Agency’s	protocols.	

Much	of	this	communication	
centered	on	the	review	of	one	sub-
mission,	ReGen	Biologics	Inc.’s	ap-
plication	to	market	a	device	for	use	
in	treating	injuries	to	the	meniscus.	
The	internal	and	external	scrutiny	
of	this	clearance	led	to	the	product	
being	reviewed	again	by	the	FDA’s	
Orthopaedic	and	Rehabilitative	
Devices	Panel	on	March	23,	2010.	
Because	510(k)	submissions	are	
not	routinely	reviewed	by	Advisory	
Committee	Panels,	this	move	un-
derscored	the	Agency’s	efforts	at	
transparency	in	the	wake	of	Con-
gressional	scrutiny.

Additionally,	a	report	by	the	
U.S.	Government	Accountability	
Office	(GAO),	released	in	Janu-
ary	2009,	concluded	that	the	FDA	
should	“take	steps	to	issue	regula-
tions	for	class	III	device	types	cur-
rently	allowed	to	enter	the	market	
via	the	510(k)	process	by	requir-
ing	PMAs	or	reclassifying	them	
to	a	lower	class.”	Later	that	year,	
the	House	Energy	and	Commerce	
Committee	held	a	hearing	on	
whether	current	regulations	were	
sufficient	to	ensure	the	safety	and	
effectiveness	of	medical	devices.	

The	FDA	convened	an	internal	
working	group	in	September	2009	
to	evaluate	the	510(k)	program	
and	suggest	changes	to	improve	
consistency,	with	an	emphasis	on	
actions	that	could	be	taken	within	
the	agency’s	existing	statutory	
authority.	At	the	same	time,	the	
Institute	of	Medicine	(IOM)	was	
commissioned	to	complete	an	inde-

pendent	study	of	the	program.	The	
IOM	study	is	focused	on	the	fol-
lowing	two	key	questions:
•			Does	the	current	510(k)	process	

optimally	protect	patients	and	
promote	innovation	in	support	
of	public	health?

•			If	not,	what	legislative,	regula-
tory,	or	administrative	changes	
are	recommended	to	optimally	
achieve	the	goals	of	the	510(k)	
process?

Current status
The	preliminary	report	of	the	
FDA’s	internal	assessment	was	
released	on	August	6,	2010,	and	

the	public	comment	period	closed	
on	October	4,	2010.	The	report	
included	70	recommendations—
ranging	from	the	provision	of	ad-
ditional	training	and	guidance	for	
reviewers	and	submitters	to	the	
creation	of	a	new	subset	of	devices.	
This	new	“Class	IIb”	designation	
would	be	“an	administrative	des-
ignation	to	provide	greater	clarity	
regarding	what	submitters	would	
generally	be	expected	to	provide	
for	certain	510(k)s.”	The	IOM’s	re-
port	is	due	in	the	summer	of	2011.

AAOS involvement
Both	the	FDA	and	the	IOM	have	

held	open	public	meetings	to	
gather	stakeholder	input.	On	more	
than	one	occasion,	AAOS	members	
were	the	only	physician	association	
members	in	attendance.	

Randall J. Lewis, MD,	repre-
sented	the	Academy	at	the	FDA	
meeting	held	Feb.	18,	2010,	and	
at	the	IOM	meeting	on	March	1.	
Kent Jason Lowry, MD,	a	member	
of	the	AAOS	Biomedical	Engineer-
ing	(BME)	Committee,	delivered	
comments	at	the	IOM	meeting	in	
June.	As	chair	of	the	BME	Com-
mittee,	William M. Mihalko, MD, 
PhD,	attended	the	final	IOM	panel	
on	July	28.	

In	all	cases,	the	AAOS	urged	
both	organizations	to	carefully	as-
sess	the	510(k)	program	to	identify	
specific	areas	in	need	of	improve-
ment	and	to	allow	the	FDA	to	
determine	the	appropriate	adminis-
trative	changes	to	optimize	the	ef-
fectiveness	of	its	review	processes.

The	Academy’s	position	was	
validated	by	a	presentation	from	
Ralph	F.	Hall,	JD,	representing	
the	University	of	Minnesota	Law	
School.	Mr.	Hall	compared	Class	I	
recalls	of	products	cleared	through	
the	510(k)	program	and	those	of	
products	approved	through	the	
PMA	pathway	to	determine	if	
there	was	a	significant	difference	
in	the	risk	to	patients	from	510(k)	
devices.	Of	nearly	20,000	510(k)	
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	 Table	1:	Device	classifications

The three device classes are based on the degree of regulatory control necessary to ensure their safety and effectiveness:

	Class	 Description	 Examples

 I Devices present a low risk of harm to the user and are  Nonpowered breast pumps, elastic bandages,  
  subject to general controls that are sufficient to protect tongue depressors, examination gloves, most  
  the user. Most are exempt from the regulatory process. hearing aids, arm slings, microbial analyzers,  
   keratoscopes

 II Devices are more complicated and require special controls Powered wheelchairs, CT scanners, contact  
  for labeling, guidance, tracking, design,  lens care products, endolymphatic shunts 
  performance standards, and postmarket monitoring.  
  Most require Premarket Notification 510(k).

 III Devices usually sustain or support life, are implanted,  Pacemakers, implanted weight loss devices, 
  or present potential unreasonable risk of illness or injury.  noninvasive glucose testing devices, medical 
  They have the toughest regulatory controls. Most of these imaging analyzers, cochlear implants,  
  devices require Premarket Approval because general and breast implants 
  special controls alone cannot reasonably assure their  
  safety and effectiveness.

Source: http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHTransparency/ucm203018.htm 
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Fig. 1	The	decision-making	process	for	510(k)	submissions,	which	compares	new	devices	to	already	marketed	
devices.	The	FDA	requests	additional	information	if	the	relationship	between	the	new	device	and	the	“predicate”	
device	is	unclear.	Decisions	on	intended	use	and	safety	or	effectiveness	questions	are	normally	based	on	descriptive	
information	alone,	but	limited	testing	information	is	sometimes	required.	Descriptive	or	performance	equivalence	
data	may	be	in	the	510(k)	submission,	in	other	510(k)	submissions,	classification	files,	or	literature.	
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