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Date: July 7, 2016

Division of Dockets Management (HFA-305)

Food and Drug Administration 5630

Fishers Lane

Room 1061

Rockville, MD 20852

Subject: Docket No. FDA-2016-N-1111

Proposal to Ban Electrical Stimulation Devices Used to

Treat Self-Injurious or Aggressive Behavior

To Whom It May Concern,

I am writing to express my deep concern about the proposed ban to electrical stimulation

devices used to treat self-injurious or aggressive behavior. My daughter, Lian has been

receiving treatment with electrical stimulation devices (GED’s) for her aggressive and self-

injurious behavior at the Judge Rotenberg Center for the past seven years. It has been a life-

changing treatment for her. If the GED’s are banned, I fear that she will return to a life of

isolation, restraints, medications, injuries and hopelessness.

Below is a description of Lian’s treatment history prior to JRC and her life at JRC, as well as my

concerns about Lian's future if she doesn't have access to GED's. Also, attached pleasefind a

Diagnosis and Medication Summary, a Summary of School Placementsand a picture of Lian and

me.

My husband and I adopted Lian from China when she was 11 months. Her behavior problems

began very early at age two when she started biting and scratching people, and she has been

receiving various forms of treatment—therapy, medication, GED—ever since. Lian's aggressive

and self-injurious behaviors prevented her from attending public schools past first grade. She

attended the Community Therapeutic Day School for a few years until she was hospitalized

when she was just ten years old because she was kicking glass and was a danger to herself and

others. My husband and I were devastated when we came to the realization that we were no

longer able to keep her safe, at which point we enrolled her in a full time residential program.

From ages ten to seventeen,she attended three different residential schools—Latham Centers,

the Kolburne School, and the Protestant Guild—all of which were eventually unable to care for
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her. Lian was hospitalized five more times during this period, with an average stay of 31 days.

Each time she was hospitalized, we made every effort to get her into a Developmental Delayed

Psychiatric Unit for each hospitalization because otherwise she would be placed in a unit that

was not adequately prepared to handleher and that could be detrimental to her. Hospitals of

this type were scarce, but we were able to secure New Hampshire’s highly regarded Hampstead

Hospital for her last four hospitalizations.

Lian's aggressive and dangerousbehaviors have included screaming; throwing toys; hitting,

kicking, biting and scratching people; pulling people's hair; attempting to bang staff's head

against the wall; and unpredictable attacks on staff, peers, and family. Much of this behavior

was exemplified during a car ride when I was taking her back to her residential school when she

was 16. Without warning, she attacked me while I was driving on a four lane highway. She

began pulling my hair from the roots and biting me hard all over. She then tried to jump out of

the moving car. Fortunately, I was able to grab her and pull her into the car. To this date, both

Lian and I no longer feel safe alone in a vehicle.

Because of her engagement in aggressive and impulsive behavior, Lian was frequently isolated

from her peers in an effort to keep everyone safe. Consequently, she received little education

and was rarely able to go out into the community. Lian spent many long hours in time-out

rooms, with durations for as long as 19 hours a day. She also experienced years of physical

restraints, and both of Lian’s knees were severely injured due to these restraints. Knee surgery

was not an option because she could not recover when she was constantly being on the floor

being restrained.

Diagnoses by doctors were varied, often conflicting, and in the end, were ineffective in helping

us find an effective treatment. Lian has been on at least 23 different psychiatric medications

since she was five years old in an effort to help with her impulsive and aggressivebehavior,

including Ritalin, Zoloft, Clonidine, Lithium, Depakote, Cogentin, Clozaril (clozapine), Ativan,

Klonopin (clonazepam), Risperdol, Tegretol, Topomax (topirimate), Haldol (haloperidol), Prozac

(fluoxetine), Propranolol, Lamictal, Thorazine, Valium, Atarax, Trilafon, Zyprexa, Lexapro and

Abilify. Not only were these medications ineffective, she experienced manyside effects,

including over-sedation, drooling, depression, confusion, weight gain, severe headaches and

permanent hand tremors.

The Judge Rotenberg Center was the only school in the Commonwealth of Massachusetts that

would accept Lian after she was dismissed from The Protestant Guild. She was enrolled at age

seventeen. During her first six monthsat JRC, Lian was on the positive behavioral program, a

program that at times is very effective. However, similar to her experience at prior institutions,

Lian's aggression continued.During those first six months, Lian had 159 restraints, with a

duration averaging 26 minutes. 11% of those restraintscaused injuries to her or to staff

members.

After six months of Lian's continued aggression, JRC asked us if we might be interested in

considering the GED for Lian. We took this decision very seriously. I had the skin shock myself
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before my husband and I made the decision. It hurt for two seconds, but when it was over,

there was no pain and no other side effects. We agreed to approvethe GED treatment because

our daughter had not been successful in past programs, therapies, or medications, and plus she

required surgery on her knees. JRC’s data showed that theirclients had great success with this

therapy when nothing else had worked. I feared Lian would be upset about the GED

treatment, but my husband and I also hoped and prayed that Lian would be one of the success

stories and that her restraints and injurieswould no longer continue. GED use also required

approval in a court proceeding. Lian was provided her own attorney, and the GED treatment

plan was approved by the court.

Lian started the GED treatment in February, 2009. The change was almost immediate. It

helped her stop and think before she aggressed, which no other treatment had previously

done. Over the past almost 7 years while on the GED, she has had only 59 applications (a mean

of .72/month), a total of just 118 seconds of skin shock. During this time, she has not had any

restraints. To put this in context, in just the six monthsprior to beginning the GEDs treatment,

Lian had 159 restraints (a mean of 26.5/month for a total of 4,058 minutes.

JRC has been open and responsiveabout her treatment. They have cameraseverywhere

(except bathrooms), and when I requested to review tapes of Lian receiving a GED, JRC was

happy to comply. At one time I had a concern about her treatment plan with the GED, and JRC

listened and modified her program as I requested.

Lian now lives in a home with peers and has two roommates. Lian has worked at a variety of

jobs at JRC and continues working on academics in a classroom setting. She is able to go into

the community on field trips, go out to lunch with me every week and come home monthly.

She’s happy. She was able to have surgery on both knees and is now able to walk without

braces. She is no longer on medication and as previously mention, has had no restraintssince

beginning the GED treatment.

Lian has told me multipletimes that she is thankful for her program and for the GED devices.

She once asked me why she didn’t start this treatment when she was 10 years old. She never

asked me to have this treatment stopped. She has never complained about pain, injuryor

illness associated with the GED, whereas prior to JRC she would complain about knee pain

during restraints. Lian is very verbal and lets me know her complaints when she has them, and

yet she has never indicated experiencing any of the side effects identified by the FDA. She

comes home monthly and I have never seen any injuries when I am with her when she showers.

Lian has a challenging and difficult life. She works very hard every minute of every day. I love

having her home for holidays, monthly overnight visits and weekly lunch dates. If the GED

treatment is banned, all of this will likely stop,because her aggression will likely return. We

have tried at least 23 medicationsand variousforms of therapy and counseling without any

measurable success. We fear that her life and our lives will become unbearableagain.
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I think Lian sums it up best. On April 12, 2013, she turned 22 years old. She started to worry

that she would be leaving JRC as some students leave when they graduateat age 22. On April

27, 2013 I wrote down something she said to me. She said “If I went to an adult program

before I am safe without GEDs, I’m afraid I will die or go to jail. I will refuse to take medicine.

You can’t make me.” If the GED treatment is banned, how does one explain this to her? I am

confident that isolation, restraints, injuries, medicationsand theirside effects and hopelessness

will return. And sadly, yes, jail is a possibility.

Those that opposethis treatment have never walked in our shoes. Beforeyou make this final

decision to ban the GED device, I strongly recommend that you come to JRC to meet the clients,

parents and staff. This proposed ban is affecting a small population and could be life or death

for them.

Sincerely,

___________________

Lauren Emmick, Parent



Lian Emmick

Diagnosis and Medication Summary

Age Evaluator

Medications at Time

of Admittance

Medications at

Time of Release Diagnosis at Time of Admission Diagnosis at Time of Release

2 yrs, 5 mos Children's Hospital Early Language Program-

Sept 14, 1993

n/a n/a n/a Difficult temperment including high activity

level, distractibility, negative persistence, low

sensory threshold and poor adaptability.

Attention/concentration and impulsivity

difficulties

2 yrs, 6 mos -

3 yrs

Early Intervention- toddler group and speech

therapy to address speech, fine and gross

motor skills, cognition and behavior

2 yrs, 8 mos Occupational Therapy Associates, P.C.-

Wakefield, MA Evaluation dated Dec 6, 1993

and Dec 13, 1993

n/a n/a n/a Difficulty with sensory modulation and

discrimination. Underresponsive to movement

processing as she craves proprioception and

vestibular input. Experiences sensory

defensiveness. These areas effect her attention

to task, social relationships, behavior in school

and fine motor development. Recommended

neurological evaluation and OT therapy

2hr/week.

2 yrs 8 mos-3

yr, 4 mos

Occupational Therapy Associates, P.C.-

Wakefield, MA Sensory Integration Therapy

2x wk for 60 minutes each. Note: Continued

Sensory Integration therapy was continued

at school programs

2 yrs, 11 mos. Children's Hospital Early Language Program -

2nd evaluation dated March 15, 1994

n/a n/a n/a tempermental characterists of a difficult child

as defined by Stanley Turecki including difficulty

adjusting to change, negative persistence,

distractibility, overactivity, low sensory

threshold and negative mood.

3 yrs, 4 mos Margaret L. Bauman, M.D., Pediatric

Neurologist at Youville Hospital Pediatric

Neurology O.P.D. Clinic - Evaluation dated

Aug 19, 1994

n/a na/ na/ Recommended EEG (done), continue

Occupational Therapy and speech therapy. Also

recommended behavioral psychologist.
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Lian Emmick

Diagnosis and Medication Summary

Age Evaluator

Medications at Time

of Admittance

Medications at

Time of Release Diagnosis at Time of Admission Diagnosis at Time of Release

3 yrs, 6 mos -

10 yrs

Richard Bromfield, PhD, Supervising

Psychologist, Mass Mental Health Center,

Harvard Medical School - weekly or biweekly

therapy depending on needs.

n/a n/a n/a Per treatment update dated 4/21/2001 (age 10)

diagnosis is difficult. Reactive Attachment

Disorder, possible PTSD, ADHD, Oppositional

and Defiant Disorder. Possible Autism and PDD.

At times her functioning appears to be

psycholtic or at least that consistent with

burgeoning borderline personality structure.

There is hardly a DSM-IV childhood diagnosis

that can not be considered for Lian.

5 yrs, 1 mos -

10yrs

Elizabeth Childs, M.D., P.C. - Psychiatrist Medications

prescribed included

Ritalin, Zoloft,

Clonidine, Lithium,

Depakote,

Olanzapine, Cogentin,

Clozapine, Ativan and

Klonopin

Clozapine,

Depakote and

Ativan as needed.

Prior diagnosis were ADHD,

Anxiety Disorder and Post

Traumatic Stress Disorder to

Bipolar Disorder and Post

Traumatic Stress Disorder

Final Diagnosis was Psychotic Disorder NOS and

Post Traumatic Stress Disorder

9 yrs, 10 mos Charles Popper, M.D. Child and Adolescent

Psychiatry and Psychopharmacology -

Harvard Medical School, McLean Hospital -

Evaluation dated Jan 23, 2001

See above See above ADD, Bipolar disorder, Psychotic

disorder, NOS, Post Traumatic

Stress Disorder, Separation

Anxiety Disorder, Anxiety

Disorder, Obsessive-compulsive

disorder, Left Hemisphere

dysfuntion, Multiple

developmental delays, Delayed

language development,

Autistic/PDD, Attachment

Disorder

Post-traumatic reaction to abandonment,

deprivation and neglect (probably not classical

PTSD), Pseudo-Autism, Obsessive-compulsive

disorder, Left hemispheric dysfunction due to

abnormal sleep EEG (June, 1998- age 7)
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Lian Emmick

Diagnosis and Medication Summary

Age Evaluator

Medications at Time

of Admittance

Medications at

Time of Release Diagnosis at Time of Admission Diagnosis at Time of Release

10 yrs, 0 mos -

10 years 3

mos

Franciscan's Children's Hospital - Inpatient

Unit for the period April 24 thru July 8, 2001

Risperdol, Depakote While

hospitalized,

increased

Risperdal, added

Cogentin, tapered

off Depakote and

onto Tegretol.

Tegretol trial was

discontinued due

to decreased

WBC. Final

Medication at

discharge were

Risperdal,

Cogentin and

Topomax

PTSD and psychotic disorder NOS Provisional Diagnosis is Axis I: PDD, NOS and

Mood Disorder NOS, history of Reactive

Attachment Disorder and Post Traumatic Stress

Disorder, Axis II: Question of borderline

cognitive funtioning and learning disabilities,

Axis III: History of abnormal EEG, Axis IV:

Difficulties with her social environment and

educational setting and Axis V: 30

10 yrs, 3 mos Rowland Barrett, PH.D. Director,

Developmental Disabilities Program, Emma

Pendleton Bradley Hospital, Rhode Island.

Evaluation dated July 19, 2001

Axis I Asperger's Disorder, Axis IV: Neglect as

infant and Educational Problems, Axis V: Global

Assessment of Functioning is 40.

13 years old David S. Mishkin, Ph.D, Clinical

Neuropsychologist, South Yarmouth, MA for

Neuropsych Evaluation dated March 11,

2004

PDD, NOS, Cognitive Disorder, NOS, ADHD,

Inattentive Type, Anxiety Disorder, NOS, Post

Traumatic Stress Disorder and R/O Obsessive

Compulsive Disorder

14 years old Pembroke Hospital - Psychiatric Unit - From

Jan 30, 2006 thru Feb 14, 2006

Risperdal, Abilify,

Luvox, Topamax

and Cogentin

Bipolar Disorder (296.50), Obsessive

Compulsive Disorder (300.30) and PDD
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Lian Emmick

Diagnosis and Medication Summary

Age Evaluator

Medications at Time

of Admittance

Medications at

Time of Release Diagnosis at Time of Admission Diagnosis at Time of Release

16 years old Hampstead Hospital Developmental

Disordered Psychiatric Unit from May 2, 2007

thru May 24, 2007

haloperidol,

clozapine, cogentin,

fluoxetine,

topirimate,

propranolol

clozapine and

clonazepam

Axis I: Disruptive Behavior

Disorder R/O Psychosis, PTSD,

OCD, Axis II: Mild MR, IV: Severe

and Axis V: 30

Axis I:Anxiety Disorder, NOS and Reactive

Attachment Disorder, Axis II: Mild Mental

Retardation, Axis III: PMS, Axis IV: Severe and

Axis V: 55

16 yr, 2 mos Hampstead Hospital Developmental

Disordered Psychiatric Unit from June 13,

2007 thru Aug 3, 2007

clozaril and klonopin clozaril, Klonopin

and Lamictal

Axis I: Pervasive Developmental

Disorder, ADHD. Rule out mood

disorder. Rule out psychotic

disorder. Reactive Attachment

Disorder. Rule out PTSD. Axis II:

Mild MR. Axis IV: Problems with

primary support group. Problems

with social environment,

Educational problems

Axis I: Schizoaffective Disorder, PDD, Reactive

Attachment Disorder and PTSD. Axis IV:

Problems with primary support group, Axis V:

39

16 yrs, 11

mos

Hampstead Hospital Developmental

Disordered Psychiatric Unit from March 31,

2008 thru April 14, 2008

Thorazine, Lysine,

and Valium

Perphenazine,

Valium, Topamax

and Thorazine

Axis I: Schizoaffective disorder,

PDD, Reactive Attachment

Disorder. Rule out PTSD. Axis IV:

Educational problems. Axis V:25

Axis I: Schizoaffective Disorder, PDD and

Reactive Attachment Disorder. Axis II: Mild MR.

Axis III: Dislocation of left patella by history, Axis

IV: Problems with primary support group and

housing problems. Axis V: 38

17 yrs old Hampstead Hospital Developmental

Disordered Psychiatric Unit from May 19,

2008 thru June 13, 2008

Atarax, Trilafon,

Valium, Thorazine,

Zyprexa and

Topomax

Lexapro, Zyprexa,

and Valium

Axis I: Disruptive Behavior

Disorder NOS, Reactive

Attachment Disorder by history,

Schizoaffective disorder by

history, Mood Disorder NOS. Rule

out depression NOS. History of

PDD NOS. Axis II: Mild MR. Axis IV:

Severe. Multiple hospitalizations.

Disruption. Possible loss of

placement. Axis V: 23

Axis I: Schizoaffective Disorder. Axis II: Mild MR.

Axis IV: Moderate. Multiple hospitalizations.

Axis V: 54
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Lian Emmick

Summary of School Placements

Age Dates School Reason for Discharge

3 - 5 yrs old September, 1994 thru

August, 1996

Steward Integrated Preschool with 1:1 aide,

speech and sensory integration therapy

Moved to local elementary school

5 - 6 yrs old September, 1996 thru

Aug, 1997

(Kindergarden plus

summer program)

Harry Lee Cole School, Boxford, MA with 1:1

aide, speech therapy and sensory

integration therapy

Moved onto first grade at same school

6 - 7 yrs old September, 1997 thru

Aug, 1998 First Grade

plus summer program

Harry Lee Cole School, Boxford, MA with a

new 1:1 aide

Lian had difficulty transitioning into first grade. When Lian was

aggressive, her mother was called and she was sent home. Her

education was was being disrupted for extended periods of

time. Lian was working one on one with her aide in large

emptied janitor's closet containing a desk. She was working on

"art and related projects". In Dec, 1998, we started looking for

a special therapeutic day school. The team agreed that the

Community Therapeutic Day School (CTDS) in Lexington, MA

seemed most appropriate but there was not an opening until

Sept., 1998. We hired a behavioral specialist, supervised by

CTDS, to train Cole School staff in new techniques to help Lian

until her new placement at CTDS was available. Lian's

aggression continued the remainder of the school year.

Age 7 - 10 September, 1998 -

April 2001

Community Therapeutic Day School,

Lexington, MA with 1:1 aide part time at

school and part time at home. Lian received

integrated speech and Language and

sensory integration therapy, expressive

therapy and Music/Movement Therapy.

Lian was becoming too difficult for the school to manage. She

spent much time at home or in a separate classroom during

times of significant aggression. In April, 2001, Lian was

hospitalized as she was a danger to herself and others. Once

hospitalized, we were told she could not return. A residential

treatment facility was recommended.
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Lian Emmick

Summary of School Placements

Age Dates School Reason for Discharge

Age 10 - 14 August 2001 - April

2006

Latham Centers, Inc., Brewster, MA. Lian

received weekly social skills therapy and

therapy sessions with social worker. Also,

relaxation therapies including "brain gym".

Lian did relatively well for the first few years. Latham used a

level system. She rarely went off campus unless with parents.

Timeouts were used to calm Lian . The timeout procedure was

for Lian to sit up against the back wall, on a mat with hands in

lap or in "hook-up" position, with one leg straight out. The

door was closed the entire time. If she soiled herself, she could

clean up after she left the timeout room. Timeout began when

Lian was quiet and lasted at least 45 minutes. During the last 2

1/2 months she was at Latham, she spent 16 nights sleeping in

the timeout room (not sitting against the wall) and many

hours/day in timeout to keep everyone safe. Her mother

decided to find another school that had a better strategy to

help Lian with her aggression.

Age 15 - 16 April 2006 - August

2007

Kolburne School, New Marlborough, MA.

Lian had occupational therapy, speech

therapy, therapy with clinician and a

monthly meeting with their school

psychiatrist. Lian was not able to have a

roomate due to her behaviors

Lian was discharged due to her extreme aggression.
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Lian Emmick

Summary of School Placements

Age Dates School Reason for Discharge

Age 16 - 17 August 2007 - July

2008

The Protestant Guild for Human Services,

Inc., Waltham, MA. Lian received behavior

management with behavior specialist,

Speech and Language therapy and therapy

with a social worker. Lian did not have a

roomate. During her last months, Lian was

living in the finished basement with staff

supervision in her residence. This was done

to keep the rest of the house safe.

Lian had injuries to both her knees from years of restraints.

The aggression continued and Lian was discharged.

Age 17 - 25 July 2008 - to Present The Judge Rotenberg Center

Page 3 of 3



May 20, 2016

To: The Federal Food and Drug Administration

From: Paul E. Peterson and Carol D. Peterson

Re: Proposed Regulation Docket No. FDA—2016-111 for “Proposal to Ban Electrical
Stimulation Devices Used To Treat Self-Injurious or Aggressive Behavior.”

_________________________________________________________________________

We, the parents of David Peterson who resides at the Judge Rotenberg Center (JRC) in Canton,

Massachusetts, request that the proposed regulation to ban electrical stimulation devices (ESDs)

used by JRC to treat self-injurious or aggressive behaviors be withdrawn. In our view, the

regulation is not compliant with the equal protection clause of the Fourteenth Amendment to the

Constitution. The proposed regulation, if promulgated, would violate the equal right to effective

treatment of our disabled son, David B. Peterson.

David has been at JRC since 1988. JRC serves a unique population, usually those students who

have been rejected by every other school, and who have life-threatening habits or extremely

aggressive, uncontrollable rages. Before he entered JRC, David had been in approximately 8

schools, all of which said they could not deal with him, and one (Devereux in Pennsylvania)

gave us five days to come and pick him up. The director said, “I have to think about my staff,

you know.”

We have cared for David for 45 years now. He lived at home until age 13, when his self-

injurious behaviors became so severe that he needed 24-hour care. Carol, his mother, spent full

time attempting to help David while she raised two other children. Carol returned to work once

her children were in college, and was the founding managing editor of an education journal.

David’s father is the Shattuck Professor of Government at Harvard University. (See Attachment
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1 for CV.) David’s sister is now a high-ranking administrator for the New York City

Department of Education. His brother manages a team of computer programmers for a major

software firm. We are closely engaged with the people at JRC and extremely supportive of the

careful way they treat our son. We bring David home about once a month to enjoy birthdays and

holidays with his parents, siblings, nieces, and nephews. These are special occasions both for

David and his family.

Long-Term Side Effects

The FDA’s proposed rule claims that individuals suffer serious, long-term side effects from

treatment by ESDs. However, for David, the effects of ESD treatment have been nothing but

favorable over the course of the 20 years he has been treated. David is in excellent physical

health, and his sociability, curiosity, and ability to carry out basic tasks (such as dressing himself,

eating, performing his toilet, etc.) has improved enormously. His mind is as clear as it can be,

since it has not been altered by drugs. Nor is he physically restrained. He can attend events and

go out into the community, which he does frequently.

Understanding Consequences

According to the proposed FDA regulations, the principal justification for distinguishing the use

of ESD devices for “aversions to other conditions or habits” for those who are not mentally

disabled is that “patients have control over the shocks.” However, the ESD may be used only

after certain conditions have been fulfilled, including consent by parents or guardians of the

disabled patient and a clinical assessment of the need for treatment by an entity separate and

independent from the ESD provider. In the case of David both those conditions obtain: We the

parents have consented in writing to David’s treatment, and David’s treatment plan must be
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affirmed by an officer of the Court of Massachusetts under a ruling ….. Further, the

administration of the treatment is closely monitored at the Judge Rotenberg Center, minimizing

the risk of inappropriate treatment.

We add that, in spite of what the proposed regulations imply, David knows perfectly well what

the ESD is and what it does. The device is important to him. It has a little box in the front that

has a green or red light. If the light is green, the system is on. David checks the device

periodicallyto make sure the green light is on, because he KNOWS it protects him from himself.

Immediate Adverse Effects

The proposed regulations argue that the immediate adverse effect of an electrical stimulus

(“shock”) constitutes a physical and psychological harm to be avoided. It reports that one

experimenter said he definitely felt pain when he applied the ESD to himself. He described it

like a dentist drilling on an unanesthetized tooth…” Another experimenter “observed a tremor in

the thigh,” a statement that suggests a notably lower degree of pain. We, too, have experienced

an ESD shock – quite purposefully. We find the effects similar to those of the second

experimenter. The report of the first one does not remotely resemble our experience.

The proposed regulations contend that the pain can vary from one condition to the next and from

one individual to the next. If this is true, whatever the degree of variation, the FDA does not

think the shock is so painful for anyone that an ESD or similar device must be banned from

being used to “create aversions to … smoking” and other undesignated behaviors. Apparently,

the benefits from non-smoking are sufficiently large they offset any physical or psychological

pain that accompanies the shock. But in our view, smoking effects, however harmful to health in

the long run, are hardly as serious as the effects of non-treatment for our son, David.



4 | P a g e

It is worth emphasizing the seriousness of David’s conditions. Prior to JRC’s treatment, David

gouged his rectum with his hands.. He banged his head and damaged his ear. He stuck his hand

down his throat so he could scrape his throat and bring up blood (as you see in the enclosed

picture). He threatened to jump off our porch in Washington, D. C. in what would have been a

life-ending fall. He was a run-away, and we found him many times in extremely dangerous

situations. He has destroyed his gums with his fingernails. All of these behaviors are now under

control as the result of ESD treatment. (By the way, David no longer has much in the way of

gums. Dentists have used a product used for filling the teeth to create a bridge for him that holds

the teeth in place for a while. He will eventually lose them, though. Nor are false teeth an option,

since he has insufficient bone to hold them in place.)

Availability of Alternative Treatments

The proposed regulations suggest that alternative treatments are available for mentally disabled,

autistic individuals who engage in self-injurious behavior. For some people such as our son, that

is not the case. Our family traveled a long path before finding the treatment available at JRC.

Before his placement there, David was enrolled in eight different programs for multiply disabled

individuals, all of whom said they did not have an ability to help him.

In 1988, as a last resort, David entered the Autism and Developmental Disabilities Center at

Johns Hopkins University, where experts explored a wide variety of treatment protocols,

including various kinds of drug therapy, positive reinforcement therapy, and certain forms of

aversive therapy, and ignore therapy (the option first tried). Their rules forbid a stay in excess of

four months. At the end of this period of time the Center concluded that it had been unable to

find a therapy that was effective. We told the staff that we had been simultaneously exploring
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the possibilityof a placement at the Behavior Research Institute, as JRC was previously known.

They agreed that this was the best possible option for David.

Positive or Negative Therapy

The FDA’s proposed regulations state that the effectiveness of the ESD device cannot be

determined on the basis of individual case studies at the JRC, because the device is always

combined with positive reinforcement therapy. The Commission states that the latter therapy

might be the effective component of the treatment. However, in David’s case, the positive

reinforcement therapy has not been effective during those periods when the ESD was not used.

As we noted above, David’s treatment plan must be court approved. At times the legal situation

has been such that ESD treatment must be withdrawn. This is an unhappy time for David and his

family, because his self-abuse escalates. The one benefit of these situations is the demonstration

in practice that ESD treatment—not other factors—is responsible for the remarkable

improvement in David’s overall well-being.

That said, it must be noted that JRC combines aversive therapy with a wide range of positive

reinforcements. David has enjoyed a much more satisfying adult life than could ever have been

imagined at the time he entered JRC. Nor is there any sign of psychological damage that could

be attributed to ESD treatment. On the contrary, David loves to visit his family, and he is happy

to return to his friends in the residence where he lives, and to go to school at JRC.

Enclosed you will find some pictures of David from 1988, when he began treatment at JRC (then

called Behavior Research Institute or BRI). You see the seriousness of the situation. Then you

can see the photo of David from this past Christmas, taken at the school. He is calm and happy.
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In some cases, perhaps pictures speak more loudly than words. (See Attachment 2 for

photographs.)

We urge you to withdraw this proposed regulation in consideration for the well-being of those

very few and very unusual people who need extreme firmness in their lives in order not to harm

themselves or others. When properly administered, as is the case at JRC, use of the ESD is an

irreplaceable life-savingtherapy.
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5/26/16

Division of Dockets Management (HFA305)
Food ,and Drug Administration 5630
Fishers Lane
Room 1601
Rockville MD 20852

We would like to tell you about our daughter, Samantha, and how the Judge Rotenberg
School and the GED saved her life.

We first discovered Samantha was different when she was about 2 years old. She would not

relate well to others, had very little speech, and would stare at her hands or small objects for

hours at a time. She also had frequent tantrums, and cried often. She began with early

intervention, and over the next ten years, she went to four specialized schools for autistic

children. In addition to her schooling, numerous therapists, and teachers came to our house to

work with Samantha after hours, most of which was paid for out of our own funds. All these
schools worked closelywith her in small groups, and on a one to one basis, using learning trials,
and positive reinforcement. In addition to this, Samantha was under the care of a psychiatrist,
and given several different psychotropic medications.

Despite, all these well caring professionals working with our daughter, Samantha

progressivelydeteriorated. Over the years, she became more violent. She would attack us, other

children, and her teachers. She would bite, scratch, kick, hit, pinch, and head-butt. In addition

she became more self-abusive. She would throw herself on the floor, hit herself, and throw

herself against hard objects. She constantly had marks, and bruises on her from her own self
abuse. We were also prisoners in our own home, as we could not take her anywhere, due to her
behaviors; this had an impact on our other children as well. The final straw came when she hit
herself in her head with such force, that she detached both retinas of her eyes, and was virtually
blind. This has subsequently required 6 eye surgeries to repair, and her vision is still far from

normal. The Anderson School, where she was at the time, told us they could not handle her, and

asked us to find another school. This is when we learned about the Judge Rotenberg School
(JRC), and the GED device.



Within several weeks of getting treated with the GED device, a miracle happened; Samantha

stopped hitting herself, and stopped her violent behavior. She appeared much happier. She was

able to be weaned off all of her psychotropic medications.

There was a period of deterioration. In June 2006, aversive treatment became a big issue in New
York State. A law was passed prohibiting the use of the GED for antecedent behaviors, leading
up to more aggressive behaviors. Samantha became more aggressive, and angry. Some of her old
behaviors returned. An injunction to this law was obtained several months later, and the GED
was then able to be applied as indicated in the JRC program. Samantha improved, and was
happier, and no longer aggressive towards herself or others. This was proof that she needs an
ongoing program that includes the GED.

Recently, Samantha had another challenge. Due to a congenital condition, she had to undergo
complex orthopedic surgery on both legs to correct a balance problem, and prevent future
arthritis. JRC was absolutely wonderful. They accompanied her to all her appointments at the
Boston Children’s Hospital. She remained in the hospital for 6 days after her surgery. JRC had
staff members in her room 24 hours a day, during her entire stay in the hospital. In her post
operative period, the staff was with her in her residence at all times, and met her every need. She
non weight bearing for 6 weeks post op, and the staff helped her and transported her to school,
and to all her post operative doctor’s appointments.

One of the most remarkable things about her surgical experience, is through all her pain and all
her frustration of not being able to walk, she remained calm, and pleasant. This proves the
durability of this program at JRC. If she was anywhere else, surely her old behaviors would have
returned, and may have affected her post operative outcome.

Sometimes, we feel that JRC is the most misunderstood place in the world. Samantha has now
been at JRC for over 11 years, and we have seen nothing but love and affection for her on the
part of the entire staff. They appear to have the same love for all the students at the school.

The GED is given only after the failure of positive reinforcement programs, and only after the
approval of a judge. It is given carefully, and under strict protocols. Everything done at this
school and in the residences is video monitored. The program is 100 percent transparent, and has
nothing to hide.

The bottom line is that this program helped, and continues to help our daughter where all other
programs have failed. Our daughter is a different person than 11 years ago. She is happy, able to
concentrate and learn, and fun to be with. She is on no psychotropic medications.

JRC takes only the most difficult kids that have failed at other programs, and make successes of
a large number of them. Many of these children have life threatening behaviors, before arriving
at JRC. Everything there is done out of love, not cruelty.

The GED device has been instrumental in the success of the program. The device is safe. It gives
only a 2 second shock, and leaves no burns or skin marks. She has not had any long term
Psychiatric effects. Quite the opposite, she has gotten much happier after use of this treatment



The safety and efficacy of this device is comparable, and in many cases exceeds that of
medications used to treat the same conditions. This device seems to be the only efficacious
treatment in a very select group of children like Samantha, that have tried everything else
( medication, therapy, and positive reinforcement). Please do not take this away from our
daughter, and the many others that can benefit from this device. We have no doubt, that without
this device, Samantha, and other children would be dead, or institutionalized by now. We of
course wish she did not need the GED. When you think of banning this device, please try to
stand in the shoes of the desperate parents, who have tried everything, only to see their children
deteriorate before their eyes, before turning to this treatment.

Sincerely,

Mitchell Shear, MD, and Marcia Shear
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