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D
espite the outpouring of support, are survivors of mass 

shootings getting the care they really need?

In the days following the three suicides of school shoot-

ing survivors and in anticipation of the 20th anniversary of the 

Columbine shooting, Parkland and Columbine students took time 

to contemplate the attacks and how their lives have been affected. 

Both groups have been outspoken about the need for better ap-

proaches to assisting survivors in the days, weeks, months, and 

years following such tragedies.
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T
he recent suicides of two teenaged survivors of the 2018 school 

shooting at Marjory Stoneman Douglas High School in Parkland, 

Florida and the father of a child killed in the 2012 Sandy Hook El-

ementary School shooting raise the question of the interplay and 

impact of survivor guilt, post-traumatic stress disorder, and traumatic be-

reavement among survivors and victims’ loved ones after such traumatic 

events. Alarmingly, these three suicides occurred within a 10-day period. 

The mother of one shooting survivor who died by suicide shared publicly 

her daughter’s PTSD and survivor guilt. The father of the young Colum-

bine victim had struggled with prolonged grief over 6 years after his daugh-

ter’s death, according to his wife. In addition, suicides have also occurred 

in the wake of the Columbine and Virginia Tech school shootings.
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tablishing a reasonable time frame 

during which the work-relevant func-

tional impairment can be expected to 

be reversed given the patient’s full 

compliance with the recommended 

treatment.

By employing the tools of a Func-

tional Assessment, psychiatrists can 

introduce a more objective standard 

that is needed in disability evalua-

tions and prognosis for a return to 

work.

Dr Long is Committee Chair, Work and 

Disability Consultant Private Industry, 

the Courts, and the Legal Profession; 

Dr Brown is Department Psychiatrist, 

Boston Police Department, 

Consulting Psychiatrist, Boston Fire 

Department, Work and Disability 

Consultant, Private Industry and 

Government; Dr Sassano-Higgins is 

Adjunct Professor, Department of 

Psychiatry, University of Southern 

California; Dr Morrison is Clinical 

Assistant Professor of Psychiatry and 

Behavioral Sciences, Chicago Medical 

School. ❒

The FDA on ECT
Supporting a Vital Treatment
» Charles H. Kellner, MD

A
fter many years of inaction, the 

FDA issued a final order on the 

classification of ECT devices in 

December, 2018.1,2 The very good 

news is that the order allows for on-

going availability of ECT devices in 

the US; the slightly less good news is 

that the new list of “on label” indica-

tions for ECT is shorter than in the 

past. To understand the implications 

of the new order, let’s review some of 

the background leading up to it, as 

well as the state of ECT in the US 

today.

The FDA regulates medical devic-

es as well as drugs. As you might im-

agine, some aspects of this regulation 

are straightforward and easy to un-

derstand, but some are complicated, 

arcane, and highly bureaucratic. (For 

a review of earlier FDA actions lead-

ing up to the recent order, please see 

https://www.psychiatrictimes.com/

electroconvulsive-therapy/fda-advi-

sory-panel-reclassification-ect-de-

vices.) Medical devices are classified 

into three risk categories, with Class 

I considered the safest, Class III the 

riskiest.

Until now, ECT devices had been 

“grandfathered” into Class III for all 

indications, and the list of “cleared 

indications” was depression (unipo-

lar and bipolar), schizophrenia, bipo-

lar manic (and mixed) states, 

schizoaffective disorder, schizo-

phreniform disorder, and catatonia. 

That list conforms well to the gener-

ally accepted uses of ECT in the US. 

The FDA needed to update the clas-

sification of all “grandfathered” de-

vices, and the process (this is the 

complicated part) would require 

“premarket approval” for indications 

that would not be moved from Class 

III to Class II. Premarket approval 

typically requires new controlled 

clinical trials to demonstrate safety 

and efficacy, a requirement that 

would not be feasible, for both finan-

cial and ethical (the inappropriate-

ness of subjecting very seriously ill 

psychiatric patients to placebos) rea-

sons. Thus, it was crucial that some 

(at least one) of the previously 

“cleared indications” be moved to 

Class II, in order not to interrupt the 

availability of ECT devices for the 

US market.

The new ruling does just that: it 

moves two indications (depression 

and catatonia) into Class II, with 

“special controls.” The “special con-

trols” are a series of requirements 

regarding technical parameters of the 

devices, labeling about adverse ef-

fects, practitioner training, and a few 

aspects of clinical practice.

So, what are the implications of 

the FDA order reclassifying ECT de-

vices for ECT practice in the US? 

Most importantly, the move of the 

depression indication into Class II 

insures that the majority of ECT pa-

tients will continue to be treated 

without any change in their care. The 

way the order is written for this indi-

cation (that the depression should be 

“a severe major depressive episode 

associated with major depressive dis-

order or bipolar disorder in patients 

aged 13 years and older who have 

treatment resistance or who require a 

rapid response due to the severity of 

their psychiatric or medical condi-

tion”) mirrors closely clinical prac-

tice for the majority of patients re-

ferred for ECT in contemporary US 

practice.

The move of the indication “cata-

tonia,” to Class II is also very impor-

tant, but applies to a much smaller 

subset of ECT patients, perhaps no 

more than 5%.3,4 In my estimate, the 

two indications moved to Class II 

constitute 60% to 70% of current 

American ECT practice.

What about the other 30% to 

40%? The FDA order makes it very 

clear that the FDA does not regulate 

clinical practice; they actually say 

this several times in the text accom-

panying the order: “FDA does not 

regulate the practice of medicine (see 

section 1006 of the FD&C Act [21 

U.S.C. 396]). Diagnosis and treat-

ment of patients are clinical decisions 

that fall within the practice of medi-

cine.” In other words, practitioners 

are free to continue to prescribe ECT 

for any patient, regardless of diagno-

sis, whom they feel would benefit 

from the treatment.

This is similar to the freedom to 

use a medication for an off-label in-

dication. The fact that the FDA chose 

to leave schizophrenia, schizoaffec-

tive disorder, and mania in Class III is 

perplexing and disappointing. Glob-

ally, schizophrenia may be the lead-

ing indication for ECT, and the clini-

cal and research evidence base 

supports ECT as safe and effective 

for this illness.5-7

One of the issues related to the 

FDA’s consideration of reclassifica-

tion of indications is that they have a 

bundled, unitary concept of “safety 

and effectiveness.” Thus, their review 

panel may not have been convinced 

by the data for effectiveness of ECT 

in schizophrenia, but this has no 

bearing on safety. In fact, there is no 

reason to believe that the safety pro-

file of ECT differs by psychiatric di-

agnosis.

Overall, the FDA order allows pa-

tients who need and want ECT, as 

well as practitioners who perform it, 

to breathe a sigh of relief. ECT will 

continue to be an important, albeit 

small, part of the psychiatric arma-

mentarium landscape. From speak-

ing with fellow ECT practitioners 

around the country, it is apparent that 

ECT use is increasing. The ongoing 

enthusiasm for transcranial magnetic 

stimulation and ketamine (intrave-

nous or intranasal) has done little to 

decrease the demand and need for 

ECT; indeed, many of the patients 

whom we see in ECT consultation 

have tried those newer treatments but 

the treatments have failed.8

The psychiatric community has a 

responsibility to support and promote 

treatments that are in the best inter-

ests of our patients, those treatments 

with a track record of safety and ef-

fectiveness. ECT certainly fits that 

bill. But organized psychiatry has 

always been a tad, or more, ambiva-

lent about supporting ECT. Amaz-

ingly, there is no official path to train-

ing in ECT, there is no board 

certification, and it is unclear if the 

next generation of ECT practitioners 

For a review of earlier FDA actions leading up to the recent order, please see https://www.psychiatrictimes.com/

electroconvulsive-therapy/fda-advisory-panel-reclassification-ect-devices
READ MORE

Modern ECT allows virtually all patients who need this 
modality to be treated safely, effectively, and with a 

level of tolerability previously unheard of.
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portant psychiatric topic of pharmacogenomics. 

Despite this, only four genes (CYP2D6, CY-

P2C19, HLA-B*15:02, and HLA-A*31:01) have 

been vetted as clinically actionable by the two 

organizations that were established to monitor 

and curate the pharmacogenomic literature. Curi-

ously, there are numerous laboratories that market 

pharmacogenetic tests, as well as “gene panels,” 

that have not yet reached a level of evidence base 

to inform meaningful clinical decisions on medi-

cation choices. The savvy clinician should contin-

ue to monitor the pharmacogenomics literature 

and utilize the constantly updated CPIC and Inter-

national Society of Psychiatric Genetics websites 

to remain appraised of the additions of new genes 

as they cross the evidence-based threshold.
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will be large enough for the need. In a country with 

49,000 psychiatrists, it is estimated that fewer than 

1000 actually practice ECT.

Modern ECT allows virtually all patients who 

need this modality to be treated safely, effectively, 

and with a level of tolerability previously unheard 

of. The proper understanding and contextualiza-

tion of the (largely transient) cognitive effects of 

ECT suggests that exaggerated concerns about this 

adverse effect should not interfere with the appro-

priate prescription of a potentially life-saving treat-

ment.

We believe that the adverse cognitive effects 

of ECT should be considered a tolerability 

and not a safety issue. In medicine, safety 

refers to the risk of physical injury or death. 

To elevate cognitive adverse effects to this 

level perpetuates the stigma surrounding 

ECT.

The most apt analogy to properly 

contextualize the seriousness of depressive 

illness weighed against the risks of ECT is 

cancer and chemotherapy. Many cancers are 

lethal, life-threatening illnesses for which 

treatments (surgery, chemotherapy, and 

radiation) carry considerable risks. Patients 

rarely categorically refuse cancer treatments 

because of concerns about adverse effects, yet 

this happens frequently with ECT. Our 

contention is that refusing ECT because of 

concerns about memory loss is equivalent to 

refusing cancer chemotherapy because of 

concerns about hair loss.

These effects are unpleasant and upsetting, 

but not worth risking one’s life over. Just as 

the side-effects of chemotherapy abate, so too 

do those of ECT; most of the hair grows back, 

most of the memories return, and the 

patient’s life is saved.9

The FDA order removes what was a potentially 

dark cloud on the horizon of ECT. It continues to 

be the responsibility of our field to train an ade-

quate number of ECT practitioners and to counter 

unsubstantiated attacks by the anti-psychiatry 

movement through education and ongoing contri-

butions to the research evidence base for ECT.

Dr Kellner is Chief of Electroconvulsive Therapy (ECT), 

New York Community Hospital, Brooklyn, NY, and 

Adjunct Professor of Psychiatry, Icahn School of 

Medicine at Mount Sinai, New York, NY. He reports 
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NIMH, honoraria from UpToDate, Psychiatric Times, 

and Northwell Health, and royalties from 

Cambridge University Press.
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socio-ecological model to describe vulnerability and 

resilience to Islamophobia and its resulting psychoso-

cial problems. In such context, community engage-

ment strategies, “a bottom-up approach,” seeks and 

finds self-sustainability, growing social support, and 

overall positive results. Rich and transparent princi-

ples will have to face, however, strong logistic de-

mands: providing community members with the op-

portunity to advocate for their needs and participate 

in the design of sensitive interventions is easier said 

than done. Experience shows that critics of this ap-

proach will quickly label these efforts as “socialist” 

infiltrations, and conservative sectors may very well 

impede the provision of financial and human resourc-

es. Yet, it describes encouraging results from several 

ongoing projects in California. Whether this can 

reach other parts of the country and the world where 

Islamophobia and related conditions (fed by authori-

tarianism, oppression, rejection, demagoguery, and/

or hatred) dominate, remains a challenging reality.

In short, this book represents a laudable initial 

effort to study a social phenomenon of somberly 

complex characteristics. It is multidisciplinary and, 

as such, recognizes the strong bio-psycho-so-

cio-cultural-spiritual basis of Islamophobia. It pre-

sents a solid historical background about Islam, 

analyzes the different doctrine-based perspectives 

on the psychological/mental nature of Islamopho-

bia, exhibits artistic illustrations, and succeeds in 

describing clinical outcomes. Among its few set-

backs one can mention is a mild trend toward con-

ceptual repetitiousness, some lack of precision in 

diagnostic and therapeutic proposals, some theo-

retical excesses and polemic political pronounce-

ments, and a small number of editing typos. The 20 

items listed in the Editors’ Conclusions, however, 

show concrete evidence of a job well done.
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Honorio Delgado Chair, Universidad Peruana 
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