Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Special Nutritionals

ARMSH#

(’5403 ]

5 - SUMMARIES

000001




HISTORY AND PHYSICAL Page 1 of 3
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CHIEF COMPLAINT:
Seizure activity.

HISTORY OF PRESENT ILLNESS:
Mr. the patient is a very pleasant 26-year-old white male with no known

past medical history who presented to the Emergency Department of—
mafter he had seizure. The patient apparently
had a selzure two days prior to presentation to our emergency room and he
presented to the emergency department of where he was found
to be hypoglycemic. He was thought to ave a selzure secondary to
hypoglycemia and was treated accordingly and was released home. The patient
however, he had recurrent seizure at home and then he had a seizure in the

Emergency Department and was subsequently given Haldol, Ativan and was
admitted to the telemetry floor for further management and treatment.

PAST MEDICAL HISTORY:

Noncontributory. ) Attachment # 73
Memo FLA-9339

PAST SURGICAL HISTORY: CFSAN Project #13408

Noncontributory. - gﬁ?9

SOCIAL HISTORY:
The patient is married and has one child. He works as a manager for [N

REVIEW OF SYSTEMS:

HEENT: The patient reports have some mild headaches, but denies having any
significant migraine headaches.

CARDIAC: The patient denies having any cardiac history.

PULMONARY: The patient denies having any shortness of breath.
GASTROINTESTINAL: The patient denies having any history of peptic ulcer
disease or gastritis, denies having any melena, hematemesis, hematochezia.
The patient denies having any abdominal pain. .
NEUROLOGICAL: The patient as above had a seizure the first time four days
ago but there is no history of cerebrovascular accident, history of chronic

seizure or head trauma.

PHYSICAL EXAMINATION:

GENERAL APPEARANCE: The patient is a young-white male in no acute distress
and no apparent pain at the time of this evaluation. He
is a little sleepy and groggy.

VITAL SIGNS: Stable. The patient is afebrile.

HEENT: Normocephalic and atraumatic.

HEART: Normal S1 and S2. No murmur.

LUNGS: Clear with good air movement bilaterally.

ABDOMEN : Benign. Soft. Positive bowel sounds.




HISTORY AND PHYSICAL Page 2 of 3
EXTREMITIES: No edema or cyan081s

NEUROLOGICAL: The patlent is awake, alert and oriented times three at this

time. He is a little sleepy and groggy, but neurologic
examination is afocal.

LABORATORY DATA:

Sodium is 140, potassium 3.0, chloride 108, bicarbonate 12 and INR gap of 9,
glucose 131, BUN 10, creatinine 1.1, osmolarity of 280.

CBC revealed a white blood cell count of 9,800, hematocrit of 44.2, platelet
count of 135,000.

The electrocardiogram was negative.

ASSESSMENT :

1. Seizure disorder in this 26-year-old white male with no known past
medical history of seizure. I believe this is a combination of factors
with ingestion of over the counter extracts, fatigue and the possible
low threshold for seizure disorder that would classify the patient to
have a seizure. We are going to admit the patient to telemetry and
consult with neurology.

IMPRESSION:

1. Seizure disorder, most likely

2. Slight hyperglycemia probably related to seizure disorder.

3. Hyperkalemia.

4. The patient has elevated liver enzymes most likely related to a small

degree of rhabdomyolysis. We are going to follow up on that.

Attachment # ’5
Memo FLA-9339
CFSAN Project #13408
4/5/99

STH

Name:
Room:
Sex:
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parzevy wasee: E—

PLAN OF TREATMENT:

Admit to telemetry.

Ativan p.r.n.

Electroencephalogram.

Neuro checks.

Consult with neurology.

Followup laboratory data in the AM.

1.
2.
3.
4.
5.
6.

d:02/22/99 12:48 P
t:02/23/99 8:57 A

co: N

Attachment # 3
Memo FLA-9339
CFSAN Project #13408
4/5/99

SJH

PHYSICAL
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PATIENT NAME:

DATE: 02/22/99

CONSULTANT : Attachment # -3
REFERRING PHYSICIAN: MD Memo FLA-9339
CFSAN Project #13408
4/5/99
SJH

HISTORY OF PRESENT ILLNESS:
Mr-is a 26 year-old right handed male who on the 20th evening was
at (where he works as an assistant manager) and was talking to
his wife on the telephone. He started talking some nonsensical which didn’t
make sense, and the next thing she remembers she could not get a response
from him. The patient last remembers talking on the telephone and the next
thing he remembers was waking up with paramedics around him, and he felt
tired and confused. The patient was admitted to | NG <<
according to the records he had a generalized tonic/clonic seizure, and he
was sent home without any antiseizure medication. He had another generalized
tonic/clonic episode for which he was admitted to H
Fand he had another event while in the Emergency Room.
After talking to the Emérgency Room physician, I recommended that he get
Phenytoin equivalent of 1.5 grams loading dose. he had some Ativan last

night as well. I looked at his CAT scan films without contrast, and it
appears normal. Comtrasted films and EEG is pending.

The only medication the patient was taking was something called "Ripped Fuel"
which is obtained from # and is a non FDA approved
medication. Also, it appears € paramedics have given the patient a large
dose of Haldol because of his postictal combativeness. There is no family
history of mental retardation or seizures, and there is no history of head

injury with 1loss of «consciousness nor 1is there a history of
meningitis/encephalitis.

REVIEW OF SYSTEMS:

HEENT : He had throbbing headaches associated with photophobia only
recently in the last four days, but does not give an earlier
history of migraine headaches. Ears - unremarkable. Eyes:
no altered vision or discharge. Throat - no dysphagia. or
hoarseness, no sore throat.

GENERAL: No fevers, chills, Loss of appetite, weight loss or weight
gain.

NEUROLOGICAL: No prior history of loss. of consciousness or altered
conscious episode with staring into space. Denies diplopia,
dysarthria, dysphagia, hemilateral numbness or weakness,

dystaxia.
GENITOURINARY: Denies dysuria.
CVS: Denies chest pain or coronary history.
Name:
Room:
Sex:
CONSULTATION
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parrent ave: [ I

Also denies any history suggestive of collagen vascular disease,
lymphadenopathy, peptic ulcer disease, renal disease.

PAST MEDICAL HISTORY:
Denies past medical problems.

Attachment #\_f
ALLERGIES: Memo FLA-9339
No known drug allergies. CFSAN Project #13408
i 4/5/99
MEDICATIONS: SJH

Prior to admission: Ripped Fuel (from ||}

INVESTIGATIONS/LABS:
CT of the brain as above. CBC revealed WBC 11.4, hemoglobin 14.8, hematocrit
42, platelet count was 254,000.

Liver function tests normal except for AST which is 107. Electrolytes are
largely normal.

Toxicology screen fzom |||} is necgative.

SOCIAL HISTORY:
Nonsmoker, non ETOH abuser, non substance abuser.

FAMILY HISTORY:
No history of mental retardation or seizures. Patient lives with his wife
and has a 17-year-old healthy daughter.

PHYSICAL EXAMINATION:

Blood pressure 129/61, pulse rate 90 and regular, respirations 18.
Temperature 100°F oral.

This is a broad-framed, tall 26 year-old white male who appears his stated
age. He carries on an intelligible conversation and he appears sedated but
he is arousable and he speaks intelligibly with fluent language speech
function.

Pupils equal and reactive. Extraocular movements are full and intact.
Visual fields are grossly full. Facial grimace and sensation is symmetrical.
Tongue and uvula is midline. Finger-nose-finger motion is steady
bilaterally. There is normal tone in upper and lower extremities, and deep
tendon reflexes are symmetrical throughout with equivocal plantar response
on the right, and somewhat questionable upgoing on the left. There is no
asymmetry to primary sensory perception. He does not extinguish to double
simultaneous stimulation. Gait is mildly dystaxic.

Name:
Room:
Sex:

Mrun:
Admit:
Admit Phys:

CONSULTATION
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raTzENT Nave: [ I

HEENT: reveals it is normocephalic, atraumatic. There is no otorrhea or
rhinorrhea. Neck is supple, there is no carotid bruit. Lungs are clear
bilaterally. CVS reveals S1, S2, regular rate and rhythm without murmur.
Abdomen is soft without organomegaly and it is nontender. Lymphadenopathy
is absent. Examination of the skin 1is unremarkable. Examination of
genitalia is unremarkable.

IMPRESSION:

1. Complex partial seizure with: i
2. Generalized tonic/clonic seizure which is new onset.

3. Recent history of suggestive of migraine headaches.

DISCUSSION:

I had a very lengthy discussion with the patient and his spouse about common-
sense situations to avoid where an altered consciousness episode could
potentially hurt himself and/or others such as driving alone, heavy
machinery, etc. Also, I have given the patient information about seizures,
the differential diagnosis, and the advantages and disadvantages of one
antiepileptic versus another and the potential side effects.

Follow-up on CT brain and EEG.

Thank you for asking me to see Mr. |||} NN

T

!!!!!!!!! !:48 A

t:02/23/99 3:50 A

ccC: MD (4
MD

Attachment # _3

Memo FLA-9339
CFSAN Project #13408
4/5/99

SJH

CONSULTATION
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N CLINIC NOTE

ATTENDING PHYICIAN: I VD
CONSULTING PHYSICIAN: _ M.D.
CONSULTING SERVICE: Gastroenterology/Hepatology.

REASON FOR CONSULTATION: Evaluate ileus.

The patient is a most unfortunately 26 year old white male with a history of
refractory seizures who subsequently sustained respiratory failure. The
patient is intubated and a non historian at this time. The patient 1is
heavily medicated as well. As per discussion with the patient’s wife who is
at his bed time, he has no established history of peptic ulcer disease, liver
disease or idiopathic inflammatory bowel disease. The patient®apparently has
not had a bowel movement in approximately two weeks, and has been found to
have a rather hypoactive bowel activity. There has been no rectal bleeding,

melena or vomiting. Consultation now for evaluation of these problems. )

The chart 1s not immediately available for comprehensive review, and
therefore the following information is somewhat limited.

PAST MEDICAL HISTORY: Seizure disorders.

ALLERGIES: No known allergies.

CURRENT MEDICATIONS: To be reviewed. .

PAST SURGICAL HISTORY: No intra-abdominal surgery, by patient’s wife
report.

SOCIAL HISTORY: The patient 1s a restaurant manager. There was a remote
history of cocaine use. No history of alcoholism. The patient is on over

the counter vitamins that include Ephedrine.
REVIEW OF SYSTEMS: Unable to list.

PHYSICAL EXAMINATION:

- -

VITAL SIGNS: Reviewed.
GENERAL: Adult male who appears mildly obese, in no acute distress. The
patient is medicated.
HEAD, EYES, EARS, NOSE AND THROAT: Head normal. Sclera white. Mouth-
mucosal membranes pink. No significant gag reflex is noted.
NECK: Jugular vein 1is flat. No masses.
LUNGS: Coarse breath sounds, diminished at the bases. No wheezing, rales,
ADM DATE: 02/25/99 PT LOC:
DSCH DATE: PT NO.:
PT SEX: M NAME :

BIRTH DATE: _ MR NO. :
PAGE 1 of 3 CLINIC NOTE 000008
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rhonchi.

CHEST: No lymphadenopathy. No spider angiomata.

HEART: Normal.

ABDOMEN: Obese, minimally distended. - Bowel activity 1is hypoactive
peristalsis. ©No ascites or abdominal bruit. No borborygmi. No tympany.
Spleen not palpable. Stool is heme negative.

EXTREMITIES: No muscle wasting, no palmar erythema.

LABORATORY DATA: Available laboratory data reviewed.

IMPRESSION:

1 Adynamic ileus.

2. Possible fecal impaction.

3. Gastroesophageal reflux disease, on clinical grounds.
4. Nutritional impailrment. -

»;‘-L

PLAN:

1. KUB, evaluate for possible air/fluid levels.

2. Golytely one-half gallon over three hours in an effort to purge the
large bowel.

3. Nutritional support.

4. Monitor metabolic panel and nutritional panel.

Thank you very much for this consultation. Further recommendations depending
on the patient’s course. The patient may ultimately require a gastrostomy
feeding tube depending on his ultimate response.

ccC:

CC: MD
MD

ATTENDING PHYSICIAN: MD
SIGNING PHYSICIAN:

ADM DATE: 02/25/99 PT LOC:
DSCH DATE: PT NO.:
PT SEX: M NAME :
BIRTH DATE: — MR NO. :
PAGE 2 of 3 CLINIC NOTE 000009
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D: 03/09/99 T:

JOB #:
DOC #:

i

ADM DATE: 02/25/99
DSCH DATE:
PT SEX: M

PAGE 3 of 3

CLINIC NOTE

03/09/99 11:36 A
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PT NO.
NAME :

MR NO.:
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Attachment # 5
Memorandum-FL.A-9339

ATTENDING PHYICIAN: _ M.D. 4/13/99

CFSAN Project #13408
CONSULTING PHYSICIAN: _ M.D. STH
CONSULTING SERVICE: Gastroenterology/Hepatology.

REASON FOR CONSULTATION: Evaluate ileus.

The patient is a most unfortunately 26 year old white male with a history of
refractory seizures who subsequently sustained respiratory failure. The
patient is intubated and a non historian at this time. The patient 1is
heavily medicated as well. As per discussion with the patient’s wife who is
at his bed time, he has no established history of peptic ulcer disease, liver
disease or idiopathic inflammatory bowel disease.” The patient apparently has
not had a bowel movement in approximately two weeks, and has been found to
have a rather hypoactive bowel activity. There has been no rectal bleeding,
melena or vomiting. Consultation now for evaluation of these problems.

The chart 1is _not -immediately available for comprehensive review, and
therefore the following information is somewhat limited.

PAST MEDICAL HISTORY: Seizure disorders.

ALLERGIES: No known allergies.

CURRENT MEDICATIONS: To be reviewed.

PAST SURGICAL HISTORY: No intra-abdominal surgery, by patient’s wife
report.

SOCIAL HISTORY: The patient is a restaurant manager. There was a remote
history of cocaine use. No history of alcoholism. The patient is on over

the counter vitamins that include Ephedrine.
REVIEW OF SYSTEMS: Unable to list. -

PHYSICAL EXAMINATION:

VITAL SIGNS: Reviewed.
GENERAL : Adult male who appears mildly obese, in no acute distress. The
patient is medicated.
HEAD, EYES, EARS, NOSE AND THROAT: Head normal. Sclera white. Mouth-
mucosal membranes pink. No significant gag reflex is noted.
NECK: Jugular vein is flat. No masses.
LUNGS : Coarse breath sounds, diminished at the bases. No wheezing, rales,
ADM DATE: 02/25/99 PT LOC:
DSCH DATE: ’ PT NO.:
PT SEX: M NAME:
BIRTH DATE: |||} MR NO.:
PAGE 1 of 3 CLINIC NOTE 000014
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rhonchi.

CHEST: No lymphadenopathy. No spider angiomata.

HEART: Normal.

ABDOMEN: Obese, minimally distended. Bowel activity is hypoactive
peristalsis. No ascites or abdominal bruit. No borborygmi. No tympany.
Spleen not palpable. Stool is heme negative.

EXTREMITIES: No muscle wasting, no palmar erythema.

LABORATORY DATA: Available laboratory data reviewed.

IMPRESSION:

1. Adynamic ileus.

2. Possible fecal impaction. . A

3. Gastroesophageal reflux disease, on clinical grounds.

4. Nutritional impairment. - - -

PLAN:
1. KUB, evaluate for possible air/fluid levels.
2. Golytely one-half gallon over threg_hours in an effort to purge the

large bowel. - ) -
3. Nutritional support. -
4. Monitor metabolic panel and nutritional panel.

Thank you very much for this consultation. Further recommendations depending
on the patient’s course. The patient may ultimately require a gastrostomy
feeding tube depending on his ultimate response.

CcC:
./
Attachment # 5

Memorandum-FLLA-9339
4/13/99

CFSAN Project #13408
SJH

CC: MD
MD >~

- =

ATTENDING PHYSICIAN: MD
SIGNING PHYSICIAN: MD

ADM DATE: 02/25/99 PT LOC:

DSCH DATE: : PT NO.:

PT SEX: M NAME :

BIRTH DATE: _ MR NO.: 000012
PAGE 2 of 3 CLINIC NOTE
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JOB #:
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ADM DATE:
DSCH DATE:
PT SEX: M

BIRTH DATE:_ MR NO.:

PAGE 3 of 3
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02/25/99

:36

A
Attachment #
Memorandum-FLA-9339

. 4/13/99
. CFSAN Project #13408

SJH

PT LOC:

PT NO.:

NAME :
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- » . Attachment# 22_

. i - “; o Memorandum-FLA-9339

. v L T \. : 4/13/99

‘ " " CFSAN Project #13408
SJH

REASON FOR CONSULTATION: I was kindly asked bym M.D. to assist
in the evaluation of this patient’s "hypermetabolic state.
HISTORY OF PRESENT ILLNESS: The patient is a 26-year-old male, who first
developed the condition on 02/20/99. The first symptom was incoherence
during a telephone conversation with his wife. The patient was brought to
where he was first noted to have generalized tonic-clonic
seizure. He was then sent home without any medications and he developed
another episode. He was then brought to mat
mwhere another seizure event was observed. e was admltted at
that hospital, and initial extensive neurologic evaluation was done. He was
evaluated by Dr. a neurologist, who gave the impression of new onset

generalized tonic-clonic seizure. The patient was also given Dilantin 300 mg
a day. : )

In the hospital the patient developed subseduént seizure episodes, which
necessitated intubation. A lumbar puncture was also done and subsequent
result was negative. Because of the family’s request, the patient was

transferred to _for further evaluation and management.

I was contacted byl M. D.- on 03/06/99, to help in the management
of this patient. The specific issue that he wanted me to address was the
question of hypermetabolism. This patient apparently has been taking
different medications (over the counter supplements), which include Ripped
Fuel, Wastraw, Creatine, XTC, and GHB. The patient has had intractable
seizures since admission to |GGG [ has been given
different antiepilepsy medications, but the seizure episodes persist. The
patient also developed fever without any obvious infectious etiology.

I was specifically asked on the different means to diminish a person’s
metabolism, and I responded by saying that we could do it by inducing
hypothyroidism or decreasing a patient’s body temperature.

PHYSICAL EXAMINATION:

GENERAL: I came to see the patient early in the morning of 93/07/99, and I
saw a patient who was intubated, motionless, unresponsive, with no response
to pain.

VITAL SIGNS: Blood pressure 108/70, respirations of 18, pulse rate of 96,
temperature of 98.2.

HEENT: Reactive pupils.

NECK: No jugular venous distention. The thyroid is not enlarged, without
ADM DATE: 02/25/99 PT LOC:
DSCH DATE: ’ PT NO.:
PT SEX: M NAME :
BIRTH DATE: — MR NO.: 000014
PAGE 1 of 3 CONSULTATION REPORT
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- — _ Attachment # =1

.y + oo .~ Memorandum-FLA-9339
ER + x".f'.:' 4 4/13/99
' CFSAN Project #13408
STH
I CONSULTATION REPORT

nodules.

LUNGS: The lungs are clear to auscultation. No rales and no wheezes.
CARDIOVASCULAR EXAMINATION: Heart normal in rate. Regular in rhythm.
ABDOMINAL EXAMINATION: Soft, positive bowel sounds.

EXTREMITIES: No edema. Positive pulses.

NEUROLOGICAL EXAMINATION: His neurologic examination is consistent with a
comatose state.

LABORATORY DATA: The lab examinations from 03/08/99 show a white blood
cell count of 6.2, hemoglobin of 11.7, hematocrit of 35, platelets of
283,000. Sodium 143, potassium 3.7, chloride 103, CO2 of 35, BUN of 10,
glucose of 114, creatinine of 0.4. There has been a réequest-for cortisol
level and 24-hour urinary catecholamines.

ASSESSMENT:

1. Comatose state. .

2. Polysubstance drug abuse. ) - -
3. Intractable seizures. -

PLAN:

I initially ordered a random plasma catecholamine and a thyroid function
panel, which subsequently showed findings consistent with central
hypothyroidism. I ordered a TRH stimulation test, which did not
significantly increase the TSH levels; the highest TSH was 0.8 to 0.85. I
have also requested a repeat thyroid function examination, but the results
are still not available. The cortisol level is within normal limits with a
value of 8.6 mcg/dl. The T, is 3.51, the T, total is 3.30. A T; resin uptake
is 0.94. I also ordered metabolic studies to determine the patient’s
metabolic rate, and the value is 2160, plus 6%.

We will wait for the results of the repeat thyroid panel to determine whether
I should start the patient on a low dose thyroid hormone replacement. The
plasma catecholamines are still pending.

- -

Thank you, _ M.D., for allowing me to see this patient in

consultation.

ADDENDUM: This consultation is being dictated on 03/11/99, four days after
the initial encounter with the patient. Some of the information dictated are
values from after the initial encounter. The first attempt at dictation on
03/07/99, apparently was not accepted by the recording machine.

ADM DATE: 02/25/99 PT LOC:

DSCH DATE: : PT NO.:

PT SEX: NAME :

BIRTH DATE :_ MR NO.: 00001s
PAGE 2 of 3 CONSULTATION REPORT
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CC.:

‘
ATTENDING PHYSICIAN:
SIGNING PHYSICIAN:
DICTATING RESIDENT: ’

D: 03!11!99 T: 03/16/99 4:44 P
JOB #:

=

Hit — -

Attachment # A
Memorandum-FLA-9339
4/13/99

CFSAN Project #13408
SJH

ADM DATE: 02/25/99 PT LOC:

DSCH DATE: PT NO.:

PT SEX: M NAME :

sIrTH DATE: [ MR NO.: 000016
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. CONSULTATION REPORT

DATE OF CONSULTATION: 03/14/99

ATTENDING PHYSICIAN: _ M.D.
REFERRING PHYSICIAN: _ M.D.

REASON FOR CONSULTATION: Abnormal liver enzymes

HISTORY OF PRESENT ILLNESS: The patient is a 26 year-old white male who is
admitced for refractory seizures. On 02/19/99, the patient initially had
acute confusion while talking on the phone. He developed seizures and

hypoglycemia. The patient was brought to the Emergency Room Department at

by the Paramedics. The patient was released from the

hospital but had further seizures and was admitted to
m The patient was treated with Dilantin and Ativan. He
recelve aldo rom the Paramedics. The patient was put-o¥ Phencbarbital

and Ativan and then Neurontin.

The patient was eventually transferred to on a Versed
drip. Atmthe patient was weaned o the Versed drip
and placed on Dilantin an iprivan as needed. The patient subsequently was
given Neurontin. By 02/28/99, the patient was given a Phenobarbital load and
a drip for suppression. The patient also was restarted on Versed drip.

The patient had an ileus approximately two weeks ago and he was seen by
M.D. and no stool. He was given Golytely and had a prompt
response. The patient was started on Depakote on 03/08/99 and apparently was

discontinued on 03/11/99. The patient was also on Tegretol from 03/09/99
until 03/11/99.

During this time, the liver enzymes from 02/20/99 were normal with a normal
bilirubin, aspartate transaminase and alkaline phosphatase. On 02/22/99, the
total bilirubin as normal at 0.8, aspartate transaminase 109, and albumin
3.9. By 03/01/99 the liver enzymes were normal. Total bilirubin was 3.5,
aspartate transaminase 18 and alkaline phosphatase 65. A full liver profile
done on 03/03/99 was normal. Total bilirubin was 0.4, aspartate transaminase
31, alanine aminotransferase 36. and alkaline phosphatase 74. By 03/09/99,
the patient had a minimally elevated aspartate transaminase with total
bilirubin 0.2, aspartate transaminase 49, and alanine aminotransferase 30 and

alkaline phosphatase 60. By 03/10/99, he had greater rise in his
transaminases, with 'total Dbilirubin .of 0.2, aspartate transaminases 223,
alanine aminotransferase 135, alkaline phosphatase 83. On 03/11/99, his

total bilirubin was 0.3, aspartate transaminase 326, and alkaline phosphatase
99. The hepatic profile on 03/13/99 revealed a total bilirubin of 0.7 with

L4

a direct Dbilirubin of 0.4 and aspartate transaminase of 939, alanine

aminotransferase 150, and alkaline phosphatase of 294. By today, his tctal
ADM DATE: 02/25/99 PT LOC:
DSCH DATE: PT NO.:
PT SEX: M NAME :
BIRTH DATE: _ MR NO. : 000017
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. CONSULTATION REZORT

bilirubin is 1.1, direct bilirubin 1.1, direct bilirubin 0.7, aspartate
transaminase 675, alanine aminotransferase 916 and alkaline phosphatase 257.

The patient, according to the chart, had no history of prior liver disease.
His liver enzymes were normal before March 1999. The patient has no history
of alcohol intake, as per the chart. The patient did use '"ripped fuel
ephedrine supplement that had caffeine and chromium picholinate. He took
this as an over the counter supolement shortly before his seizures and it has
been speculated as a possible causative factor in his seizure disorder.

The patient has also had some diarrhea over the last several days. This is
essentially improved by today. The stool is brown and he has had no blood.

The patient, per prior questioning of the family by previous physicians, has
no history of peptic ulcer disease, inflammatory bowel disease, or liver
disease. e

ALLERGIES: None.

CURRENT MEDICATIONS:

Neurontin, 300 mg, every four hours
Lovenox, 30 mg, every 12 hours
Naprosyn, 500 mg, b.i.d.

Colace suspension, b.i.d.
Phenobarbital, 180 mg b.i.d.
Synthroid, 25 micrograms per day
Zosyn, 3.375 mg every six hours
Vancomycin, 2 grams intravenously every 12 hours
Ativan as needed

10. Tylenol as needed

11. Diprivan drip

12. Dopamine drip

13. Hyperalimentation

14. Accu-Cheks

15. Nystatin 16. As needed Haldol

W ooJI0 Uk wNH

PAST MEDICAL HISTORY: None

SOCIAL HISTORY: .
1. The patient works as a restaurant manager at_

2. He does not have a history of smoking or alconol abuse.
3. He does have a distant history of cocaine abuse.
FAMILY HISTORY: Unobtainable.

REVIEW OF SYSTEMS: Unobtainable.

ADM DATE: 02/25/99 PT LOC:

DSCH DATE: PT NO.:

PT SEX: M NAME :

sIrTH DATE: [ R NO-: 000018
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PHYSICAL EXAMINATION:

VITAL SIGNS: Temperature - 100.2. Blood pressure - 116/52. Pulse - 64. He
is on a ventilator at a rate of 10.

GENERAL: On physical examination, the patient is a critically 1ill white
male with electroencephalogram leads who is ventilated and critically ill in
the Intensive Care Unit. -
HEAD, EYES, EARS, NOSE AND THROAT: Eyes - conjunctiva pink, sclerae
anicteric. Pupils are equal and reactive to light and accommodation. Throat
- intubated. ©No lip erosions.

LUNGS: Clear to auscultation anteriorly and smooth with mechanical

ventilations audible.

NECK: No definite bruits audible over the ventilator.

-

NODES: Negative supraclavicular, cervical or axillary nodes.

HEART: Regular rate and rhythm with no definite gallop audibkle.

ABDOMEN: His abdomen is slightly protuberant. There is no definite ascites.
The liver span is 12.5 cm to percussion. The spleen 1is not definitely
palpable. The abdomen is soft. There 1is no involuntary guarding. The
spleen is not palpable.

RECTAL: Brown stool per bag.

EXTREMITIES: No edema. No clubbing.

NEUROLOGIC: The patient is in pentobarbital coma. He is flaccid. No
response to noxious stimulation. Central nervous system - no spider
angiomata.

LABORATORY DATA: Liver enzymes as per history of present illness. His drug
screen on 02/29/99 was negative. Today’'s Phenobarbital level is 19. Sodium
143. Potassium 3.4. Blood urea nitrogen 22. Creatinine 0.6. Amylase 160.
Lipase 276. Repeat potassium 3.5. Hemoglobin 12.6. Hematocrit 37.8. White
bloed count 3.9. Platelets 427,000. From 03/02/99 hepatitis B surface
antibody was negative. Hepatitis B core antibody was negative. Hepatitis B
surface antigen was negative. Hepatitis C antibody.was negative.

IMPRESSION AND RECOMMENDATION: .

1. Abnormal liver enzymes. The patient has abnormal liver enzymes which
basically started on or about 03/09/99 or at least between: 03/03/99 and
03/09/99. This happens to coincide with the introduction of the wvalproic
acid on 03/08/99 with a load. The liver enzymes are actually slightly better
with the aspartate transaminase down on 03/14/99 although the alanine
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aminotransferase is slightly higher today. He was also on Tegretol from
03/09/99. I suspect that the most likely explanation therefore is that the
abnormal liver enzymes are due to Depakote hepatotoxicity. However, other
possible causes include other drugs, including Naprosyn. Haldol would be
less likely to present with this picture. The patient had a negative viral
screen on 03/02/99 and it is possible, but extremely unlikely, that he would
have acquired a hepatotropic virus in the intervening ten days. Other
possibilities 1include ischemia, although the patient currently 1is not
hypotensive nor was he hypotensive. Furthermore, the pattern of liver enzymes
rise 1s much slower than is sharp and well defined peak one would suspect

from ischemic liver injury. Since the liver enzymes suggest that they are
improving, would follow them for now. I would not do further workup unless
these numbers do not continue to improve.

2. Diarrhea. The patient has had mild diarrhea. We will check stool

studies, particularly fecal leukocytes and C. Difficile toxin since he is on
antibiotics. If the C. Difficile is positive, will treat him with Flagyl,
otherwise will need to do further workup including flexible Sigmoidoscopy.

3. Elevated pancreatic enzymes. The patient has elevated pancreatic
enzymes. The patient did have an ileus picture earlier, although this is
markedly improved. Will follow the enzymes at this time. The patient 1is
being followed by a duocdenal feeding tube which is apparently in the distal

portion of the duodenum. Would continue feeding for now unless pancreatic
enzymes markedly increase.
4. Fevers. The patient has fevers. All of his cultures have been

essentially negative. The patient is on Naprosyn to suppress his fevers. If
his liver enzymes do not continue to improve off the valproic acid, I would
suggest that the Naprosyn be discontinued and the patient be switched to
another antipyretic medication.

5. Seizure disorder. The patient had severe seizure disorder requiring
hepatotoxic antiseizure medications. Would expect that the GGT would be
elevated with the use of Phenobarbital. Will follow liver enzymes with the
interdiction of any further medications.

6. Ileus. The patient had an ileus which seems largely improved. May
consider rechecking a KUB.

cC:
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DATE OF CONSULTATION: 03/14/99 Attachment # &~
Memorandum-FL.A-933¢9

ATTENDING PHYSICIAN: _M.D. 4/13/99
CFSAN Project #13408

REFERRING PHYSICIAN: SIH
REASON FOR CONSULTATION: Abnormal liver enzymes

HISTORY OF PRESENT ILLNESS: The patient is a 26 year-old white male who is
admitted for refractory seizures. On 02/19/99, the patient initially had
acute confusion while talking on the phone. He developed seizures and
hypoglycemia. The patient was brought to the Emergency Room Department at
mby the Paramedics. The patient was released from the

ospita u a urther seizures and was.admitted to F
_. The patient was treated with Dilantin and Ativan. He
received Haldol from the Paramedics. The patient was put on- Phenobarbital
and Ativan and then Neurontin.

The patient was eventually transferred to *on a Versed
drip. Atm the patient was weaned off the Versed drip
and placed on Dilantin and Diprivan as needed.- The patient subsequently was

given Neurontin. By 02/28/99, the patient was given a Phenobarbital load and
a drip for suppression. The patient also was restarted on Versed drip.

The patient had an ileus approximately two weeks ago and he was seen byjjjjl|

M.D. and no stool. He was given Golytely and had a prompt
response. The patient was started on Depakote on 03/08/99 and apparently was
discontinued on 03/11/99. The patient was also on Tegretol from 03/09/99
until 03/11/99.

During this time, the liver enzymes from 02/20/99 were normal with a normal
bilirubin, aspartate transaminase and alkaline phosphatase. On 02/22/99, the
total bilirubin as normal at 0.8, aspartate transaminase 109, and albumin
3.9. By 03/01/99 the liver enzymes were normal. Total bilirubin was 3.5,
aspartate transaminase 18 and alkaline phosphatase 65. A full liver profile
done on 03/03/99 was normal. Total bilirubin was 0.4, aspartate transaminase
31, alanine aminotransferase 36 and alkaline phosphatase 74. By 03/09/99,
the patient had a minimally elevated aspartate transaminase with total
bilirubin 0.2, aspartate transaminase 49, and alanine aminotransferase 30 and

alkaline phosphatase 60. By 03/10/99, he had greater rise in his
transaminases, with total bilirubin of 0.2, aspartate transaminase 223,
alanine aminotransferase 135, alkaline phosphatase 83. On 03/11/99, his

total bilirubin was 0.3, aspartate transaminase 326, and alkaline phosphatase
99. The hepatic profile on 03/13/99 revealed a total bilirubin of 0.7 with
a direct bilirubin of 0.4 and aspartate transaminase of 939, alanine
aminotransferase 150, and alkaline phosphatase of 294. By today, his total
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bilirubin is 1.1, direct bilirubin 1.1, direct bilirubin 0.7, aspartate
transaminase 675, alanine aminotransferase 916 and alkaline phosphatase 257.

The patient, according to the chart, had no history of prior liver disease.
His liver enzymes were normal before March 1999. The patient has no history
of alcohol intake, as per the chart. The patient did use "ripped fuel"
ephedrine supplement that had caffeine and chromium picholinate. He took
this as an over the counter supplement shortly before his seizures and it has
been speculated as a possible causative factor in his seizure disorder.

The patient has also had some diarrhea over the last several days. This is
essentially improved by today. The stool is brown and he has had no blood.

The patient, per prior questioning of the family by previous physicians, has
no history of peptic ulcer disease, inflammatory bowel disease, or liver
disease. - - -

ALLERGIES: None.

CURRENT MEDICATIONS:
Neurontln, 300 mg, every four hours -
Lovenox, 30 mg, every .12 hours -

Naprosyn, 500 mg, b.i.d.

Colace suspension, b.i.d.

Phenobarbital, 180 mg b.i.d.

Synthroid, 25 micrograms per day

Zosyn, 3.375 mg every six hours

Vancomycin, 2 grams intravenously every 12 hours
Ativan as needed
10. Tylenol as needed
11. Diprivan drip

12. Dopamine drip

WoOoJOUTLER WK

13. Hyperalimentation Attachment # 9
14. Accu-Cheks Memorandum-FLA-9339
15. Nystatin 16. As needed Haldol 4/13/99

CFSAN Project #13408
PAST MEDICAL HISTORY: None SIH

SOCIAL HISTORY:
1. The patient works as a restaurant manager at!
ohol abuse

2. He does not have a history of smoking or alc
3. He does have a distant history of cocaine abuse.
FAMILY HISTORY: Unobtainable.

REVIEW OF SYSTEMS: Unobtainable.
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] CONSULTATION REPORT

PHYSICAL EXAMINATION:

VITAL SIGNS: Temperature - 100.2. Blood pressure - 116/52. Pulse - 64. He
is on a ventilator at a rate of 10.

GENERAL: On physical examination, the patient is a critically ill white
male with electroencephalogram leads who is ventilated and critically ill in
the Intensive Care Unit.

HEAD, EYES, EARS, NOSE AND THROAT: Eyes - conjunctiva pink, sclerae
anicteric. Pupils are equal and reactive to light and accommodation. Throat
- intubated. ©No lip erosions.

LUNGS: Clear to auscultation anteriorly and smooth with mechanical
ventilations audible.

NECK: No definite bruits audible over the ventilator.

NODES: Negative supraclavicular, cervical or axillary nodes.

HEART: Regular rate and rhythm with no definite gallop audible.

ABDOMEN: - His abdomen is slightly pretuberantI"Thére is no definite ascites.
The liver span is 12.5 cdm to percussion. The spleen is not definitely
palpable. The abdomen is soft. There is no involuntary guarding. The
spleen is not palpable.

RECTAL: Brown stool per bag.

EXTREMITIES: No edema. No clubbing.

NEUROLOGIC: The patient is in pentobarbital coma. He is flaccid. No
response to noxious stimulation. Central nervous system - no spider
angiomata. -

LABORATORY DATA: Liver enzymes as per history of present illness. His drug
screen on 02/29/99 was negative. Today'’s Phenobarbital level is 19. Sodium
143. Potassium 3.4. Blood urea nitrogen 22. Creatinine 0.6. Amylase 160.
Lipase 276. Repeat potassium 3.5. Hemoglobin 12.6. Hematocrit 37.8. White
blood count 3.9. Platelets 427,000. From 03/02/99 hepatitis B surface
antibody was negative. Hepatitis B core antibody was negative. Hepatitis B
surface antigen was negative. Hepatitis C antibody was negative.

IMPRESSION AND RECOMMENDATION:

1. Abnormal liver enzymes. The patient has abnormal liver enzymes which
basically started on or about 03/09/99 or at least between 03/03/99 and
03/09/99. This happens to coincide with the introduction of the valproic
acid on 03/08/99 with a load. The liver enzymes are actually slightly better
with the aspartate transaminase down on 03/14/99 although the alanine
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aminotransferase is slightly higher today. He was also on Tegretol from
03/09/99. I suspect that the most likely explanation therefore is that the
abnormal liver enzymes are due to Depakote hepatotoxicity. However, other
possible causes include other drugs, including Naprosyn. Haldol would be
less likely to present with this picture. The patient had a negative viral
screen on 03/02/99 and it is possible, but extremely unlikely, that he would
have acquired a hepatotropic virus in the intervening ten days. Other
possibilities include dischemia, although the patient currently is not
hypotensive nor was he hypotensive. Furthermore, the pattern of liver enzyme
rise is much slower than is sharp and well defined peak one would suspect
from ischemic liver injury. Since the liver enzymes suggest that they are
improving, would follow them for now. I would not do further workup unless
these numbers do not continue to improve.

2. Diarrhea. The patient has had mild diarrhea. We will check stool
studies, particularly fecal leukocytes and C. - Difficile toxin since he is on
antibiotics. If the C. Difficile is positive, will treat him with Flagyl,
otherwise will need to do further workup including flexible sigmoidoscopy.

3. Elevated pancreatic enzymes. The patient has elevated pancreatic
enzymes. The patient did have an ileus picture earlier, although this is
markedly improved. Will follow the enzymes at this time. The patient is
being followed by a duodenal feeding tube which.is apparently in the distal
portion of the duodenum. Would continue feeding' for now unless pancreatic
enzymes markedly increase .-

4. Fevers. The patient has fevers. All of his cultures have been

essentially negative. The patient is on Naprosyn to suppress his fevers. If
his liver enzymes do not continue to improve off the valproic acid, I would
suggest that the Naprosyn be discontinued and the patient be switched to
another antipyretic medication.

5. Seizure disorder. The patient had severe seizure disorder requiring
hepatotoxic antiseizure medications. Would expect that the GGT would be
elevated with the use of Phenobarbital. Will follow liver enzymes with the
interdiction of any further medications.

6. Ileus. The patient .had an ileus which seems largely improved. May
consider rechecking a KUB.

Attachment #\5‘
Memorandum-FLA-9339
4/13/99

CC: CFSAN Project #13408
SJH
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REASON FOR CONSULTATION: Evaluation of intractible seizures.

HISTORY OF PRESENT ILLNESS: Mr. is a 26-year-old male, transferred
to this hospital from because of
intractable seizures, startce on ebruary p , assoclactce with the
patient taking Ripped Fuel for energy enhancement and Ma-huang, which
contains some ephedrine derivative. The patient presented to the emergency
room at with his first seizure which occurred in
the setting of the patient talking on the phone to his wife, then feeling
something coming on wrong, screamed out "Wow!" and then passed out, had a
generalized seizure, was seen in the emergency room, had a second seizure in
the emergency room, and eventually stabilized. CT scan of the brain seems to
have been negative. The patient went home. The next day he, again, had a
couple more seizures, and was taken toW at
B 2t which time he was admitted and c . in

- ’
spite of aggressive management. -

The patient eventually transferred to this hospital on the 24th, where he was
placed in the ICU, placed on Versed, Diprivan. In spite of the Versed and
Diprivan, he continued to have partial geizures -of the face. He has remained
unresponsive .since then, and he has .not recovered anything. He has shown to
have significant cerebral -edema. He has had multiple spinal taps done, all
of which have been normal. He has had cerebral angiogram, which was normal,
and he has been treated with steroids, just in case this is a small vessel
vasculitis, which does not seem to have helped very much.

He is now being treated with phenobarbital at high dosages, giving him levels
in the 30’s, and Neurontin, again, giving him reasonable levels, though still
can be pushed even higher, and Depakote I.V. However, since the Depakote
I.V. started, the patient has been having difficulty with liver function
tests, pancreatitis. He has also been receiving TPN.

The patient is still having daily partial twitches of the face, without
recovering full consciousness.

PAST MEDICAL HISTORY: His past medical history is, actually, otherwise,
unremarkable. He had been a healthy individual all of his life.

MEDICATIONS: His medications at this time are - 1. Polysporin.
2. Neurontin 400 mg g.4h.

3. Lovenox 30 mg subg g.12h.
4. Colace suppositories b.i.d. »
5. Phenobarbital 180 mg g.8h. sizﬁm??#'+
6. Synthroid 0.025 mg I.V. g.d. 4/13/9;*“‘ um-FLA-9339
7. Zosyn 3.375 gm g.6h. CFSAN Proi
8. Nimotop 60 mg g.4h. SIH Project #13408
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9. Decadron 4 mg g.6h.

10. Vitamin K 10 mg subg g.a.m.

11. Versed 5 mg p.r.n., receives one or two dosages a day.

12. Ativan 1 mg on a p.r.n. basis, receiving it at least two or three times
a day.

13. Tylenol p.r.n.

PHYSICAL EXAMINATION:

VITAL SIGNS: Temperature of 100 at this time, but has been as high as 101
today. Blood pressure 1is 130/70, pulse in the 100 to 120 range.
Respirations are anywhere from 4 to 11, with assist control of 10. He is on
a Versed drip at this time, also.

GENERAL: The patient 1is unresponsive to sternal rub.

HEENT: Pupils are about 3 mm and sluggishly réaétive. Corneal reflexes are
negative bilaterally.

NEUROLOGICAL EXAMINATION: The tone is flaccid in all four extremities. Deep
tendon reflexes are absent throughout, with unresponsive toes to plantar
stimulation. There -is no doll’s eyes movement at this time, although, again,
the patient is on a Versed drip.

NEUROLOGICAL ASSESSMENT:

1. Intractable seizures, most likely toxic, related to the Ripped Fuel and
the Ma-huang.

2. Pancreatitis and hepatitis, probably secondary to TPN plus the Depakote.

RECOMMENDATIONS:

1. PEG tube and start using this for nutrition, to stop the TPN.

2. Continue phenobarbital. .

3. Continue Neurontin.

4., Consider changing the Depakote for , Topamax. Topamax.

5. Consider Ativan 1 mg I.V. g.6h. regularly rather than p.r.n.

6. Continue Decadron.

7. Totally agree with Nimotop use.

8. Agree with excellent attempts made so far to diagnose -and treat this

unfortunate young man.

Thank you very much, _ M.D., for allowing me to participate in
the care of your patient.

***PRELIMINARY REPORT***PRELIMINARY REPORT***PRELIMINARY REPORT***
RESPONSIBLE DR: M.D.
DICTATING DR: M.D.
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BLANK IN RECOMMENDATIONS.

YOUR ASSISTANCE IS NEEDED BEFORE THIS REPORT CAN BE COMPLETED. PRINT
CORRECTIONS ON THIS REPORT AND TAKE IT TO MEDICAL RECORDS DICTATION SECTION,
RCOM
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REASON FOR CONSULTATION: Evaluation of intractible seizures.

HISTORY OF PRESENT ILLNESS: Mr. is a 26-year-old male, transferred
to this hospital from ecause of
intractable seizures, starte on February 20, 1999, associated with the

patient taking Ripped Fuel for energy enhancement and Ma-huang, which
contains some ephedrine derivative. The patient presented to the emergency

room atﬂwith his first seizure which occurred in
the setting of the patlent talking on the phone to his wife, then feeling
something coming on wrong, screamed out "Wow!'" and then passed out, had a

generalized seizure, was seen in the emergency room, had a second seizure in
the emergency room, and seventually stabilized. CT scan of the brain seems to
o

have been negative. The patient went home. The next day he, again, had a
couple more selzures, and was taken to# at
— at which time he was admitted and continue O have selzures, in

spite of aggressive management. s T

The patient eventually transferred to this hospital on the 24th, where he was
placed in the ICU, placed on Versed, Diprivan. In spite of the Versed and
Diprivan, he continued to have partial seizures of the face. He has remained
unrespeonsive since then, and he has not recovered anything. He has shown to
have significant cerebral edema. He has had multiple spinal taps done, all
of which have been normal. He has had cerebral angiogram, which was normal,
and he has been treated with steroids, just in case this is a small vessel
vasculitis, which does not seem to have helped very much.

He is now being treated with phenobarbital at high dosages, giving him levels
in the 30’s, and Neurontin, again, giving him reasonable levels, though still

can be pushed even higher, and Depakote I.V. However, since the Depakote
I.V. started, the patient has been having difficulty with liver function
tests, pancreatitis. He has also been receiving TPN.

The patient 1is still having daily partial twitches of the face, without
recovering full consciousness.

PAST MEDICAL HISTORY: His past medical history is, actually, otherwise,

unremarkable. He had been a healthy individual all of his life.
MEDICATIONS: His medications at this time are - 1. Polysporin.
2. Neurontin 400 mg g.4h. Tt

3. Lovenox 30 mg subg g.1l2h.

4. Colace suppositories b.i.d.

5. Phenobarbital 180 mg g.8h.

6. Synthroid 0.025 mg I.V. g.d.

7. Zosyn 3.375 gm g.6h.

8. Nimotop 60 mg g.4h.
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9. Decadron 4 mg g.6h.

10. Vitamin K 10 mg subg g.a.m.

11. Versed 5 mg p.r.n., receives one or two dosages a day.

12. Ativan 1 mg on a p.r.n. basis, receiving it at least two or three times
a day.

13. Tylenol p.r.n.

PHYSICAL EXAMINATION:

VITAL SIGNS: Temperature of 100 at this time, but has been as high as 101
today. Blood pressure 1s 130/70, pulse in the 100 to 120 range.
Respirations are anywhere from 4 to 11, with assist control of 10. He is on
a Versed drip at this time, also.

GENERAL: The patient 1s unresponsive to sternal rub.

HEENT: Pupils are about 3 mm and sluggishly reactive. Corneal reflexes are
negative bilaterally.

NEUROLOGICAL EXAMINATION: The tone is flaccid in all four extremities. Deep
tendon reflexes are absent throughout, with unresponsive toes to plantar
stimulation. There is no doll'’s eyes movement at this time, although, again,
the patient is on a Versed drip. o

NEUROLOGICAL ASSESSMENT:

1. Intractable seizures, most likely toxic, related to the Ripped Fuel and
the Ma-huang.

2. Pancreatitis and hepatitis, probably secondary to TPN plus the Depakote.

RECOMMENDATIONS:

1. PEG tube and start using this for nutrition, to stop the TPN.

2. Continue phenobarbital.

3. Continue Neurontin.

4. Consider changing the Depakote for ., Topamax. Topamax.

5. Consider Ativan 1 mg I.V. g.6h. regularly rather than p.r.n.

6. Continue Decadron.

7. Totally agree with Nimotop use.

8. Agree with excellent attempts made so far to diagnose and treat this

unfortunate young man.

-

Thank you very much, _ M.D., for allowing me to participate in
the care of your patilent.

***PRELIMINARY REPORT***PRELIMINARY REPORT***PRELIMINARY REPORT**¥*
RESPONSIBLE DR:
DICTATING DR:
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CONSULTATION REPORT

BLANKX IN RECOMMENDATIONS.

YOUR ASSISTANCE IS NEEDED BEFORE THIS REPORT CAN BE COMPLETED. PRINT
CORRECTIONS ON THIS REPORT AND TAKE IT TO MEDICAL RECORDS DICTATION SECTION,

ROOM OR FAX Tom
***PRELIMINARY REPORT***PRELIMINARY REPORT***PRELIMINARY REPORT***
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SIGNING PHYSICIAN:
DICTATING RESIDENT:

CC: M.D.
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DATE OF CONSULTATION: May 26, 1999 (dictated May 27, 1999).

ATTENDING PHYSICIAN: _ M.D.
CONSULTING PHYSICIAN: _ M.D.

CONSULTING SERVICE: Gastroenterology, hepatology.

REASON FOR CONSULTATION: Gastrointestinal follow-up, removal of gastrostomy
feeding tube.

The patient is a 26-year-old white male who is known to me from prior
consultation when the patient was originally admitted to the
and then from a consultation completed at the _
where the patient was recently discharged. The patient has a history
toxic encephalopathy and intractable seizures and previously required
ventilator support. A gastrostomy feeding tube had been placed approximately
two to three months ago as the patient demonstrated ongoing long-term need

for nutritional support due to issues pertaining to transit dysphagia with
high aspiration risk and protein/calorie malnutrition.

The patient, at this time, has demonstrated excellent recovery from his
neurologic problems and, specifically, his swallowing mechanism has
normalized. The patient has demonstrated a sustained and adequate intake of
calories with a safe swallow also being documented. Consultation is now for
consideration for removal of the gastrostomy feeding tube.

PAST MEDICAL HISTORY: Seizures, gastroesophageal reflux dlsease, gastritis,
transit dysphagia secondary to recent encephalopathy.

MEDICATIONS: Lamictal 200 milligrams b.i.d., Neurontin 400 milligrams,
Phenobarbital, Klonopin.

SOCIAL HISTORY: Married, no history of alcoholism or tobacco abuse.
Transfusion history is negative.

SURGICAL HISTORY: Gastrostomy feeding tube, otherwise unknown.

REVIEW OF SYSTEMS: Negative for chest pain, shortness of breath, hemoptysis,
rectal bleeding, melena, abdominal pain, vomiting, weight loss, pruritus,
clinical jaundice.

PHYSICAL EXAMINATION:

VITAL SIGNS: Vital signs reviewed.

GENERAL: General appearance, adult male who appears well-nourished and
developed. The patient is lucid without obviocus evidence of encephalopathy.
The patient appears to be in good spirits.
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HEENT: Head examination normal. Eye examination, sclerae white, conjunctivae
healthy. Mouth examination, membranes pink, no exudate, no pigmentary
changes.

NECK: Jugular veins/full range of motion, nontender, no adenopathy, thyroid
normal .

LUNGS: Lung examination is clear in all fields, negative for retractions,
wheezing or rales. -
CHEST: Chest examination, no lymphadenopathy, no spider angiomata.

HEART: Heart examination normal. No S2, murmur or cardiac rub.

ABDOMEN: Abdomen examination, soft, nondistended, nontender, bowels normal,
no ascites, no visceromegaly. No masses. A gastrostomy tube is identified
and demonstrates good placement.

EXTREMITIES: No edema or phlebitis.

IMPRESSION:

1. History of transit dysphagia with aspiration risk, resolved.
2. History of failure to thrive, resolved.

3. Gastritis, reflux esophagitis.

RECOMMENDATIONS :

1. The patient has made excellent recovery over the past several months and,
at this time, demonstrates a safe swallowing mechanism and has also
demonstrated excellent oral intake. The patient no longer requires his
feeding tube. Plans will be made to proceed with endoscopic removal of the
G-tube in the a.m.

Thank you very much for this follow-up consultation.

CC:

CC: D
, MD

-

MD
ATTENDING PHYSICIAN: D
SIGNING PHYSICIAN: , MD
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PROBLEM LIST:

1. Status epilepticus, secondary to substance abuse.

2. Toxic encephalopathy secondary to #1.

3. Respiratory failure secondary to #1. "
4. Status post PEG placement.

5. Status post tracheostomy/decannulated.

6. Early heterotopic ossification of left hip.

PROCEDURE PERFORMED:

1. Electroencephalogram on 05/21/99, which demonstrated epileptiform
activity.

2. CT scan of the brain on 06/03/99 showed no acute findings.
3. Removal of PEG tube on 05/27/99.

CONSULTATIONS:

1. Neurology with M.D.

2. GI Medicine wit M.D.

HISTORY OF PRESENT ILLNESS: B is = 26-year-old, left-hand dominant

entloman, who was transferrea - fron [N to I
—with encephalopathy secondary to status epilepticus.
Limited records were available at the time of admission. had status

epilepticus secondary to presumed substance abuse, which resulted in toxic
encephalopathy. As a result, he required prolonged ventilatory support and

was transterred tron I - N

Following weaning from the ventilator, he was felt to "be a good
rehabilitation candidate, and then transferred to the rehabilitation center.

HOSPITAL COURSE: Upon admission he was awake, alert, slow to respond to
guestions, although he was able to speak in short sentences. He was oriented
only to person and place, not to month, year, or circumstances. He was able
to follow some one- and two-step commands after a delay. Cranial nerves II
through XII were grossly intact. His trach site was healing with a small
eschar in place. A PEG tube was then placed. Upper and lower extremity
motor strength was at least 4-/5. Left arm and leg Ashworth’s score of 2 to
3.

-

BB 2 started on an intensive inpatient rehabilitation medicine program,
including physical therapy, occupational therapy, nursing, speech, and

psychology.

Upon admission E remained on Klonopin 1 mg g.6h.; Neurontin 400 mg
g.4h.; and phenobarbital 90 mg g.8h., as well as Lamictal 200 mg b.i.d. All
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. PISCHARGE STMMARY

medications were administered through his PEG tube.

Prior to admission to the rehabilitation center, | underwent an MBS
study, which showed no evidence of aspiration, although noted poor

mastication of solids with intermittent seizure activity. diet was
advanced such that at the time of discharge he is tolerating a regular diet.
His PEG tube was removed on 05/27/99, He is able to take all medications
orally.

E was followed throughout his hospitalization by ||| G@l v.0. 2n
was obtained, which showed ongoing epileptiform activity on 05/21/99.
His phenobarbital was increased to 120 mg g.8h. The level on 06/02/99 was
noted to be 26.9. Lamictal was discontinued secondary to facial rash.

On 06/03/99,Hhad a fall from his bed. Due to multiple complaints,
including striking his head, a CT scan of the head was obtained, which showed
no acute findings. X-rays of the left hip demonstrated calcification around
the soft tissues of the pelvis and left femur.

made slow, steady improvement throughout his
rehabilitation/hospitalization. At the time of discharge, Psychology notes,
however, that he continues to exhibit wvery poor insight, and has impaired
safety awareness. Occupational Therapy notes that he is supervision for self
care. In physical therapy he is able to negotiate stairs with assistance,
contact guard, and verbal cues. He is ambulatory for 1000 feet with
supervision and no assistive devices, although he requires cues for safety.

*continues to exhibit poor short-term memory. He needs cues and
written reminders. | is impaired in all higher cognitive levels skills,
including poor processing. Arrangements have been made for outpatient
physical therapy, occupational therapy, and speech therapy five times a week
for three weeks, then three times a week for one week. mnd his family
have been advised that he should not drive. He requires -hour supervision
upon discharge. He should not be left alone with his young daughter. He
must wear a helmet when outside the hospital. A recommendation is made for
a neuropsychological examination in one month. He and his family are further
advised that he should not drink alcohol.

FOLLOW-UP:  [Jlias & follow-up appointment with || I .o in
one week. He has a follow-up appointment with his local physician at the

next available time. He has a follow-up appointment with myself at
in one month.

DISCHARGE MEDICATIONS:
1. Phenobarbital 120 mg p.o. g.8h.
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. DISCHARGE SUMMARY

Klonopin 1 mg, one tablet p.o. g.6h.
Neurontin 400 mg, one tablet p.o. g.éh.
Colace 100 mg, one tablet p.o. b.i.d.
Synthroid 0.025 mg, one tablet p.o. g.d.
.D.

c: I -

uardb W

0

I
ATTENDING PHYSICIAN: MD
SIGNING PHYSICIAN: MD

D: 06/17/1999 T: 06/21/1999 4:36 A
JOB #:
DOC #:
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REQUEST FOR CONSULTATION

i
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Consultation to: y

(Service or Physician) 0{,

Requested by: B

(Service or Physician) L/,.

Date of Request: {',Z <i“4 7 Time: .
Check Appropriate Box: O Consultation Only [J Consult and Follow (J Accept for Transfer
Diagnosis and Information Desired: " ‘- Tu he comars]  Netcat Uno ATO

T —

\AIRY|
V4

Time: 2y 3,

Unit Clerk telephoned the consultant, his secretary or anﬁmvicmf—zjifﬁ

REPORT OF CONSULTANT (Please sign your name, date and time to each consultation)

Signature of Consultant:

5

CONSULTATION REPORT

WAITE Chant Ceoy CANARY Consultant Copy PINK Reguesting Physician Cepy

000061

CONSULTATION




NAME ror
3
ADDRESS DATE 3/ ?’r /?7‘

1 ey @ n s

é)@‘éz //d(,wa?rd' fé,m sk

- 7

?/f’//é’/’A(o, WC’/,* Ve //55;/?,»

77 //4/,,,,/4,,7 /u‘,,,,“/ /,,{/ ( nastze
) Heed [-’-M Cr n/zm//z(zc—/
z éa'mwﬁoé v 5&%“% Ae J70

Vg Mb’?&ozzn/e /M/h/ﬂ/
[J Level

Refill

ignature

In order for the brand name product to be dispensed. the prescriber
must write "Medically Necessary' below the signature.

Attachment # 7
Memo FLA-9339
CFSAN Project #13408
4/5/99

SIH

000062




DOCTOR IS REQUESTED TO EXA

/\
C /At rTS

ATTENDING PHYSICIAN

REFERENCE

CONSULTATION
CONSULTATION SIST IN MANAGEMENT
__ CONSULTATION AND MANAGEMENT OF SPECIFIC PROBLEM

CONSULTANT TJFIED:
DATE: TIME: % PERSON NOTIFIED : BY:
FINDINGS/RECOMMENDATIONS:

i, B
M //f A iind e Mm

//e'/'?/ /\»?Lw—v/ S e 3 T
7 d/zmm/q ~ [/}_ W u/é /V//u/‘/é /b/ ﬁ/fm:,.e/

A) vtk i

[dimiiny  CF 2 & % LTE s,
— S gsea W

TG e 7 Z 7K

//)7/7//17 W T [ftons N
V4 7”07/ £ NS

Attachment # 3

- Memo FLA-9339
CFSAN Project #13408
4/5/99

SJH

/ é/dn(j«,u

7"/_“// & ?’9/*4

CONSULTIN DATE / TIME

R

000063

LTATION




DOCTOR _* ' IS REQUESTED TO EXAMINE THIS PATIENT WITH
REFERENCE TO: 0 Zﬂét}ﬂﬁd/ 1775
_q ATTENDING PHYSICIAN

CON N ONLY

CONSULTATION AND ASSIST IN MANAGEMENT
CONSULTATION AND MANAGEMENT OF SPECIFIC PROBLEM

CONSULTANT, OTIFIED
DATE: 2 7 TIME: W PERSON NOTIFIED : BY: .

FINDINGS/RECOMMENDATIONS:

The [ cavr ek 7{\' 7%&4 Q""W

e R -/ rscivcctl P i

JW’/‘WM;IW Mew e i~ «femz/wx ~ "a(;,/;ICc/ ; ho ba ;Q&A'é

/Dé/—‘-oasvcua& 2 / ’/'///’Lléﬁ TR
Lrp crden Scnliat > o /JZ onpeng falle !
= LR 5 wnt, (. wurP

WL

BreF afectonn Dedtc, bsd ant! Rfs. #

/Z&:()LU:M’ / O,(I"M /M/J““VL /P:W;(AMVL_'
- Z /h/’zl /e
3L Ll Fodole </

. B, Aok, (i Jesloy , thy, L pAD
5. Mo QAJ;’MM«J@:’&! e '/WM&VL'
(’V‘l// %’7 A\) Attachment #_3
> - Memo FLA-9339
ﬂL/é { CFSAN Project #13408
4/5/99
STH
Kz
7 /1’7,/‘77 /e

CONSULTING PH

000064

CONSULTATION

- WHITE-Chart/YELLOW-Consuitant-PINK-Attending
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