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Something	is	RoGen	in	the	State	of	
Denmark	USA	

• Trump	

• Scientology	
• FDA	



FDA	ClassificaNon	of	Medical	Devices	

•  The	FDA	categorizes	medical	devices	into	one	
of	three	classes	–	Class	I,	II,	or	III	–	based	on	
their	risks	and	the	regulatory	controls	
necessary	to	provide	a	reasonable	assurance	
of	safety	and	effecNveness.		

•  Class	I	–	lowest	risk	
•  Class	II	–	intermediate	risk	
•  Class	III	–	high	risk	



History	of	FDA	ClassificaNon	of	ECT	
Devices	

•  1976,	FDA	“grandfathers”	ECT	devices	as	class	III	
•  1978,	FDA	recommends	placing	ECT	devices	in	
Class	II.	

•  1979,	aZer	public	hearing,	FDA	reverses	itself,	
changes	ECT	devices	to	Class	III.	

•  1982,	APA	submits	reclassificaNon	peNNon.	

•  1982,	aZer	another	public	hearing,	FDA	publishes	
noNce	of	intent	to	reclassify	ECT	devices	to	Class	
II	(never	finalized).	



History	of	FDA	ClassificaNon	of	ECT	
Devices	

•  2009,	Government	Accountability	Office	
recommends	FDA	require	all	grandfathered	Class	
III	devices	(including	ECT	devices)	to	either	
submit	PMA	or	be	reclassified	into	Class	I	or	II.	

•  September	2009,	FDA	opened	docket	for	public	
comment	on	how	devices	should	be	classified.	A	
number	of	entries	opposing	ECT	and	antagonisNc	
to	psychiatry	posted.	

•  January	2011,	FDA	holds	public	hearing	of	FDA	
Neurological	Devices	Review	Panel.	



2011	FDA	Public	Hearing	

•  FDA	presentaNon	about	regulatory	background,	
clinical	and	regulatory	history	

•  TesNmony	from	ISEN,	APA	and	APNA	
•  Personal	experiences	about	life-saving	aspects	of	
ECT-	Amy	Lutz	spoke	of	son	Jonah’s	therapeuNc	
treatment,	KiGy	Dukakis	and	Julie	Hersh-	“I	would	
not	be	alive	today	without	ECT”		

•  AnN-ECT	tesNmony	from	CiNzen’s	Commission	of	
Human	Rights	(Scientology	founded	organizaNon)	
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be	alive	today	without	ECT”		

•  Amy	Lutz	spoke	of	son	Jonah’s	therapeuNc	
treatment	(Jonah’s	story)	



2011	FDA	Neurological	Devices	Review	
Panel	

•  All	panel	members	“Temporary	Non	VoNng”	

•  Chair	of	panel	a	neurologist	

•  Members	included		psychiatrists,	neurologists	
psychologists,	biostaNsNcians,	an	
anesthesiologist		

•  Vote	was	supposed	to	be	“unofficial,”	
“advisory”	



2011	FDA	Neurological	Devices	Review	
Panel	

•  By	slim	majority,	voted	to	keep	ECT	devices	in	
Class	III	for	all	indicaNons,	except	catatonia	
(Class	II)	

•  Vote	was	along	discipline	lines:	psychiatrists/
anesthesiologist	voted	for	Class	II,	
psychologists,	neurologists,	biostaNsNcians	for	
Class	III	

•  Psychiatric	Times:	“more	heat	than	light.”	

Kellner	CH,	The	FDA	Advisory	Panel	on	the	ReclassificaNon	of	ECT	Devices.	
Psychiatric	Times,	2011.	



History	of	FDA	ClassificaNon	of	ECT	
Devices	

•  December	2015,	FDA	proposes	new	rules	for	
classificaNon	of	ECT	devices	in	the	USA.	

•  December	2015	–	March	2016,	period	of	
public	comment	on	FDA	website	dockets.	

•  EffecNve	mobilizaNon	of	ISEN	ExecuNve	
CommiGee	outreach	to	members,	PAC	to	
paNents	and	families,	blogs	and	social	media	
to	provide	public	comment		











FDA	Proposed	Rule	Problems	

•  LimitaNon	on	indicaNons	
•  LimitaNon	on	paNent	populaNons	
•  Disparagement	of	maintenance	ECT	
•  Onerous/incorrect/ridiculous	“special	
controls”	



FDA	“Cleared	Indica=ons	for	
Use”	ECT	Devices	

1.  Depression	(unipolar	and	bipolar)	
2.  Schizophrenia	
3.  Bipolar	manic	(and	mixed)	states	
4.  SchizoaffecNve	disorder	
5.  Schizophreniform	disorder	
6.  Catatonia	
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FDA	DraZ	Guidance	



FDA	DraZ	Guidance	



FDA	DraZ	Guidance	

APA	2001	refers	to	these	as	“medical	condiNons	associated	with	substanNal	risk.”	



FDA	DraZ	Guidance	



FDA	DraZ	Guidance	



Example	of	Docket	Comment	



Example	of	Docket	Comment	



Courageous	
Recovery	Wellness	
Model	-	Treatment	
for	Depression		

	
	
"Shocking	the	Shrink:	
A	Psychiatrist	Undergoes	ECT"	

CreaNon	of	ISEN	PaNent	Advisory	
CommiGee	



McDonald	WM	et	al.,	The	FDA	and	ECT.	J	ECT,	2016.	



Knowledge, Trust, Respect, 
PCollaboration 

Preserving	Access	to	ECT:	An	“All	
Hands	on	Deck”	Approach	



IPEC Competencies (2011) 





EvaluaNng	IPE		
Surveys 

	
•  Surveys 

•  Attitudes 

•  Antudes	
•  Behavior	
•  Knowledge,	Skills,	
Ability	

•  OrganizaNonal	
PracNce	

•  PaNent	SaNsfacNon	
•  Provider	SaNsfacNon	
•  Faculty	SaNsfacNon	

•  ECT	UNlizaNon	
•  Graduate	Follow-Up	

•  B 

Na=onal	Center	for	
Interprofessional	Prac=ce	and	
Educa=on	



Future	role	of	ECT-the	FDA	hearing	story	
Protec=ng	ECT	will	Require	Science:	
Clinical	Science	and	Team	Science	
and	Interna=onal	Partners	

•  The	Interprofessional	
CollaboraNve	Competencies	
AGainment	Survey	(ICCAS)	will	
evaluate	competencies	across	six	
topic	areas:	

•  CommunicaNon	
•  CollaboraNon	
•  Roles	and	responsibiliNes	
•  CollaboraNve	paNent/family-

centered	approach	
•  Conflict	management/resoluNon	
•  Team	funcNoning	

There	is	no	Crystal	Ball	but	Story	has	
not	Yet	Been	Fully	Told	


