ESTATE OF DENNIS ALLEN, et al.
V.
UMMS, et al.

Circuit Court for Baltimore City
Case No.: 24-C-15-003384 MM



Hospitals cannot expose a patient to
an unreasonable risk of injury. When a
hospital’s doctor chooses to expose a
patient to an unreasonable risk of injury,
the hospital 1s responsible for the harms
and losses caused.



WHO WE ARE SUING AND WHY

We are here to hold the hospital and
Dr. Burks responsible for giving Mr. Allen

a drug which caused his suffering and
death.



Medical Terms

* Hyperkalemia
* Dialysis
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Medical Terms

* Hyperkalemia
* Dialysis

* Intestinal Necrosis (Tissue Death)



Intestinal Necrosis

Healthy Colon Necrotic Colon



Medical Terms

Hyperkalemia
Dialysis
Intestinal Necrosis (Tissue Death)

Kayexalate



What is Kayexalate/Sorbitol

e Removes Potassium
e 2009 & 2011 FDA warned of:

o Intestinal Necrosis (tissue death)

o Bowel Perforation
* Symptoms:

Sodium polystyrene
Sulfonate, USP
W44 pockage insen

i

i

o Abdominal pain ‘-
- TR
o Bloody stool L

USE ONLY AS A LAST RESORT
WHEN DIALYSIS IS NOT READILY AVAILABLE



Intestinal Necrosis from
Kayexalate/Sorbitol Administration




What the Hospital Knew

Major oonjplicatiods are intéstinal nécrosis a\d bowél

perforation

Sodium
polystyrene
sulfonate
(Kayexalate®)

15-30g
PONG/PR

Increase
potassium
excretion

Shake suspension well
prior to administration
Repeat dose if needed

22 hrs

4-6 hrs

Serum Na, K, and
volume status

Re-check Serum K
after 2 hrs

Should not be used exclusively to treat severe acute
hyperkalemia

It is useful as monotherapy only for chronic
hyperkalemia or for moderate acute hyperkalemia
(Serum K <6 mEg/L)

Oral/NG is more effective because of the longer transit
time throuah the aut lumen

Major complications are intestinal necrosis and bowel
ration

Should not be used in patients with evidence of bowel

obstruction, ileus or ischemia or to renal transplant

patients in the early post operative stage




March 2013

* March 2, 2013 — Cholesterol medication changed

* March 10, 2013 — NW Hospital with Rhabdomyolysis

* March 11, 2013 — University of Maryland Hospital



University Hospital

Dr. Burks 1s Mr. Allen’s attending physician

Mr. Allen has hemodialysis (13", 14t 15t 16%M)
March 18, 2013 — Dr. Burks arrives 7:00 am

No blood drawn from Mr. Allen

12:00 noon — Irregular heartbeat/hyperkalemia
Dr. Burks fails to order calcium

Hemodialysis ordered on urgent basis

Dr. Burks orders Kayexalate/Sorbitol



What Happened Within 14 Hours
After Kayexalate/Sorbitol

* The hospital and doctors were aware of:

o 2 bowel movements during dialysis
o Abdominal pain

o Bloody stools

o 8 more bowel movements after dialysis

ALL SIGNS AND SYMPTOMS OF INTESTINAL NECROSIS
MR. ALLEN’S COLON IS DYING



What Mr. Allen Experienced

* March 18, 2013 through March 20, 2013:

Intestinal bleeding and bloody stools
10 bowel movements in 14 hours
Abdominal Pain — crying out in pain
Rectal tube

Death of his colon

Transferred to ICU

First pain medication March 19t —2:00pm

O O O O O O O



March 19, 2013 - AM

Dr. Burks tells the family:
o I’'m sorry. I made a mistake.

o I gave your husband Kayexalate that caused injury to his
colon.

o We caught it in time.

o He will have to go to surgery. He’ll only be there for an hour or
two.

o He will be okay.



March 19, 2013 - PM

* Surgery takes 7 hours
e Entire colon 1s removed

* They left him open

* Told the family to pray



(Dr. Burks never saw the family again)



Mr. Allen dies on March 20t at 2:18 pm
with his entire family by his side.



MEDICAL NEGLIGENCE

A health care provider 1s negligent 1f the health care
provider does not use that degree of care and skall
which a reasonably competent health care provider,
engaged 1n a similar practice and acting in similar
circumstances, would use.



MEDICAL NEGLIGENCE

The hospital’s doctor breached the
standard of care by ordering and
administering Kayexalate to Mr. Allen.

The hospital’s doctor also failed to obtain
Mr. Allen’s informed consent before
administering Kayexalate/Sorbitol.



FIVE REQUIRED ELEMENTS OF

INFORMED CONSENT

Reveal the nature of the ailment

Reveal the nature of the proposed procedure
Reveal the probability of success

Reveal any alternatives

Reveal the material risks

FAILED

FAILED

FAILED

FAILED

FAILED



QUESTIONS WE ANSWERED

* Did the Kayexalate cause Mr. Allen’s Intestinal
Necrosis?



Dr. Burks’ Discharge Summary

1735

University of Maryland Medical System

Patient Name: ALLEN, DENNIS V
Medical Record Number: 240925
Account Number: 1002867761
Document Type: DISCHARGE SUMMARY

rule out SBP and the differential diagnosis for his blood values and
decompensation Include intestinal lschemia due to hepatitls C related

MEDICATIONS ON TRANSFER: As per Power chart, he was transferred on a
Levophed drip as well as a bicarb drip. He had also received a dose of
Flagyl 500 mg in addition to the aforementioned vancomycin 1.5 g and
Zosyn 3.375 g.

-———] Related Clinicians: Docnumi: 3975548 |-——————————
BURKS, ALLEN C ( DICT )
BURKS, ALLEN C ( SIGN 19-MAR-13 )

——— - ————— - —————— ————— o ———— . S ——— .~ ———— i ———— . ——— - ——— — " —————

KW W b Al R R e e R e End Of Dic:tated Report R e R
This document has been read and signed. Please contact the medical
records department for any questions regarding this document.
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S8p1504lC NYPOLenslon within the operating room. There was no evidence

of SMA thrombosis or embolic disease. Given the patient's signific .t l, E;
hematochezia and lactic acidosiz, we elected to perform on-table

colonoscopy. The EGD revealed no evidence of escphageal varices or 'GSpl a S urgeon
gastric ulceration. The colonoscopy revealed diffuse mucosal level sf

ischemia of the transverse colon, splenic flexure, descending colon3Jn19/2013

sigmoid colon.

ITNDICATION FOR STURGERY: Dennis Allen i3 a 63-year-old male with a
paslt medical history of chronic kidney disease with new-onset
hemodialysis, hepatitis C cirrhosis, ostecarthritis, congestive heart
failure, and gastroesophageal reflux diseass, who presented to an
outside hospital on March 10th with weakness and elevated CK and
myoglobin. The patient was transferrad to the University of Maryland
Medical Center for further workup due to his proximal muscle weakneas
and myositis. The patient had been in his usual state of health when he
develcoped the acute onset of abdominal pain overnight and early this

have significant abdominal pain with associated hypotension and pressor
requirements. Given the constellation of symptomatology, we were
concerned for mesenteric ischemia or ischemic colitis. The Medical
Intensive Carge Unit Team had pointed out that the patient had received
Kayexalate the night before, and there were several case reports of

that exploratory laparotomy was warranted. Risks,'benefits, and
alterpatives were discussed with the patient's family, and appropriate

consent was obtained.

FROCEDURE : The patient was transferred to the operating room

critically ill on multiple vasopressors despite resuscitation. HE

placed on the table in the supine position. General anesthesia was

administerad through his existing endotracheal tube. His abdomen was

then prepped and draped in a sterile fashion. A midline incision was

made and deepened through the level of the subcutaneous tissue tc the

level of the fascia. There were multiple abdominal wall varices that

were controlled with electrocavtery and suture ligation. The fascla was

then entered in the midline. The abdominal cavity was entered. There

wa# no significant ascitss. We then placed a retractor and immediately

avaluated the small bowel. It all appeared viable, and there was a

palpable pulse in the SMA. During this svaluation, the patient did

develocp episodic hypotension to SBP in the 60's with some associated

low={low state of the bowel that improved with improved blood pressure.

Externally, the <olon appeared normal. There appeared to ba some slight

evidence of potential ischemia within the transverse colon. As there

was no clear evidence of a full-thickness ischemia, we glected to

perform on-table esophagogastroducdencscopy and colonoscopy given the :28
15]J2 patient's hematochezia and mucezmal currant jelly-type stools.




Univeraity of Maryland Medical Systam

Hospital’s Surgeon Patient Neme: ALLEN, DRIOTS V

Modical Record Munber: 240925

3/19/2013 Account Number: 1002867761
Document Type: OPERATIVE REPORT

epidodic hypotension within the operating room. There was no evidance
of SMA thrombosis or embolic diswaso, Giveon the patient®s significant
hemotochezia and lactic acidosia, we elected Lo perform on=table EGD and
colonoscopy. The EGD ravealed no evidence of esophagesl varices or
gaatric uwlearation. The colonoscopy revealed diffuszs mucosal level of
izchomie of the transverse colon, splenic flexure, descending colon, and
sigmoid colon.,

INDICATTON FOR SURGERY: Dennia Allen is a 63-yoar-old nsle with a
past medical history of chronic kKidney disease with new-onset
hemodialy=is, hepatitis C cirrhoais, osteocarthritia, congestive heart
foarlure, and qQastroeaophageal reflux dizmeasm, who presented to an

Bt Sl e L e L T g ol o e o Ay e o A ) A —a

concerned for mesenteric ischemia or ischemic colitis. The Medical
Intensive Care Unit Team had pointed out that the patient had received
Kayexalate the night before, and there were several case reports of
mucosal level ischemia. Given his overall lability and state, we felt

P N - " 2 : o R - P
Intenaivae Care Unit Yeam had pointed out that the patient had received
Kayexalate the night before, and there were several case reports of
mucosal level iachemia. Given hi= overall lability end stato, we folt
that exploratory laparotomy was warrented., Risks, benefite, and
alternpatives were digscussed with the pationt's family, and appropriate
conaent wag cbtainoed,

PROCEDURY. : The patient was transferred to the gperating room
critically il]l on multiple vasopressors deapite resuscitation. HE
placed on the table in the supine position. General anesthesis was
administered through his existing endotrachenl]l tube, Hiz abdomon was
Lhen prepped and draped in a sterile fashion. A midline incision waw
made and deepened through the level of the subcutaneous tissue to Lhe
level of the fascia. There were multiple abdominal wall varioss that
were controlled with electrocautery and suture ligation., The fascia was
then entered in the midline. Tha abdominal cavity was entered. There
was no significant ascites. We thaon placed a retractor and immediately
evaluasted the amall bowel. It all appesared viable, and there was »
palpable pulse in the SMA. During this evaluation, the patient did
develop episodic hypotension to SBF in the 60G's with some associated
low-flow state of the bowel that iwmproved with improved blood pressure.
Externally, the colon appearad normal. There appeared to be sone slight
evidence of potential ischemia within the transverse colon. As there
was no clear evidaence of a full-thickness ischenia, we clected to
perform on~table esophagogastroducdenoscopy and colonoscopy given the
patisnt's hematochezia and mucosal currant jelly-type stoolas.

Dr. Buchanan performed an eacphagogastroduodenoscopy. There was no
ovidence of gastric ulcoration, escphageal varicez, or duocdenal bulb

Page 2
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Reviewed and Electoaically Signed Out By HOSpital ’S Autopsy

Rupal | Mehea, Attending Physician - Pathologist

Repaort Verified 05/17/°2003 3/22/2013

Discussion

The decedent was a 63-year-old African-American man with a complicated past medical history notable for
hepatitis C with cirthosis (awaiting transplant}, chronic kidney disease (stage IV), ostecarthritis, cbesity,
hypertension, and congestive heart failure. He was recently admitted with rhabdomyolysis and was freated with
fluids and hemodialysis for acute renal failure. On 3/18/2013, the patient was noted to be bradycardic with
peaked T waves seen on EKG; He was treated with an albutercl nebulzer, insulin, bicarbonale, and
Kayexalate. Subsequently, he developed renal failure and lower intestinal bleed. His conditon rapidly
deteriorated and he developed hypotension resistant to fluids and albumin therapy. On 03/18/2013, colectomy
was performed. Shortly thereafter, the patient went into pulseless electrical activity arrest and died at 2:18 pm

residual small intestine, with scattered basophilic crystals, consistenf with recent kayexalate use, The findings
may be suggestive of kayexalate colitis, which could have exacerbated the patient's underlying medical
disease. Additional findings in this case include pulmonary congestion, mild to moderatelcoronary artery

mybesu%e 2 O xayexalaie Co s, WGt Could NGVe SXaCET OAISa TTTE pate TIPS L ey
disease. Additional findings in this case include pulmonary congastion, mild to moderate coronary artery
disease, mild interstitial fbrosis and myocyte hypertrophy, consistent with hypertensive disease.

Gross Description

An autopsy is performed at the University of Maryland Medical Center, Baitimore, MD on the body of Allen,
Dennls on 322/2013, The body is identified by toe tag, which corresponds to the name and MRN/DOE on the
accompanying chart and autopsy authorization form. An autopsy is authorized by Mrs. Cynthia Allen, the
decedent's wife, who is contacted by talephone prior to the start of the autopsy for clanfication of autopsy
restiictions, Per request, autopsy is restricted to chest and abdomen only, with return of organs to the cavity.

EXTERNAL AND INTEGUMENT: ' :
The deceased is a well-developed, well-nourished African-American man, The body weighs 303 ib; is 180 cm
in height, and sppears compatible with the stated age of 63 years. The body is cold, and ngor is present and
fixed o an equal degree in all extremities. Lividity Is present and fixed on the posterior surface of the body,
except In areas exposed to pressure. |rides are brown. Each pupll measures 5 mm in diameler, Scleral
icterus is present. The teeth are intact. The hair is black/brown. The thorax is symmetnical. A healing
abdominal wound is present along the midiine abdomen and measures 35 cm in length. The wound shows a
partial staple line (intact) and is partially open with packed surgical sponges and overtying wound vac (intact).
The adjacent skin

1728 427






Medical Doctors

e Robert D. Odze, M.D.



Faobert T. Odze, MLD. - April 5, 2016

29

Dr. OdZe have seen over the years, 12 to 23 of them, you

don't know if Sorbitol was administered with the

Q So you've said before, you teach about
pathologic manifestation of ischemic bowel in
agssociation with Kayexalate?

A Yes.

Q Can you explain what you teach about
that?

A I mean, could I explain what the findings
are?

Q Yes. I mean, what would you tell your
students, the fellows, or the residents, about how
to make the diagnosis of ischemic colitis caused by
or in association with Kayexalate; what do you look
for specifically; and what evidence --

A Actually, I would show them this case

‘cause it's a classic example.

Q -- what you would see.




Dr. Odze

Fobert T. Odze, MD. - April 5, 2016 35

A well, that's not exactly what I said, and
so let me clarify.

Q Okay.

A It is well known amongst physicians and
pathologists that EKayexalate, with Sorbitol, causes

bowel necrosizs and dschenda Thatlo well known

A It 18 well known amongst physicians and
pathologists that EKayexalate, with Sorbitol, causes

bowel necrosis and ischemia. That's well known.

WOIRSO CUC alg oW I ooy oo ot aypoTaeEseT -
is it's related to the hyperosmotic effect of the
Sorbitol.

That's not negating the fact that
Kayexalate causes bowel necrosis. That's just
asking me what is out there with regard to thoughts
on how it does it. 2And what I also told you is
that I don't know if there's animal studies. There
may be animal studies, but I don't know of any. I
can -- I can certainly find out by doing a
literature search, but as I sit here right now, I
don't know if that's the case.
Q And you've told me you don't plan to do a

literature search, and you're not gonna rely on any




Medical Doctors

e Robert D. Odze, M.D.

 Richard Goldstein, M.D.



2 of Xachard Goldstex-VIT FENNSYLVANIA LOCATION Allen v Durks

D G l ] t (J standard of care. So he did not die as a result of calcium
r. O S eln deficiency, whether in the form of chloride or gluconate.

Q So Mr. Allen did not die as a result of not receiving
. a i i L
Q So can you describe for me the basis for your opinion

that Mr. Allen's death was caused by the Kayexalate causing
bowel ischemia?

A The Kayexalate led to bowel necrosis which led to
emargency surgery which led to a lot of bleeding because of
his portal hypertension, his liver disease, which resulted
in irreversible shock and his ultimate demise. The
instigating agent, the instigating event was the
administration of the Kayexalate which lead to the ischemic

necrosie of the colon.

Q So Mr. Allen experienced shock. Was the shock from
sepeis, or was it from the bleeding, or do you know?

A It was probably from a combination of both. This is

r& Associates, Inc. www.artller com Page: 66
sorsars & Vidsooranhers 1-800-837-2285



Medical Doctors

e Robert D. Odze, M.D.
 Richard Goldstein, M.D.

 James D. Leo, M.D.



Dr. Leo

]
.Leo, MD. Cymehia Allem vs. Allsz Burds, MD. 1097081

trier of fact. My opinion will be that the standard
of care required that it be ordered and administered.
I will opine that 1f, in fact, Dr. Burks --

well, let me back up. If, in fact, the trier of fact

D.Leo, MD. Cymthia Allsn vs. Allen Burds, MD. 1087081

of the patient's ischemic colitis; and that ischemic
colitis was the cause of the patient's death.
I will be further testifying that Dr. Burks

did have a duty to inform Mr. Allen of the potential

e —— =

I will be testifying that to a reasonable
degree of medical probability Kayexalate was the cause
of the patient's ischemic colitis; and that 1ischemic

colitis was the cause of the patient's death.

it t—

"

I will be testifying that the lack of any
documentation in the medical record in terms of
continued alarming of the cardiac monitor regarding
bradycardia suggests that, in fact, the initial
treatment rendered to Mr. Allen in the form of glucose
insulin, sodium bicarbonate and Albuterol was
effective in reversing temporarily the adverse effects
of the hyperkalemia, giving adeguate time for dialysis
to be undertaken.

I will be testifying that to a reasonable

degree of medical probability Kayexalate was the cause

designation.

Q. So let's get a 1list of all of your global
opinions right now since we started down that road.
So under the expert witness designation that you
referred to, there's a statement that Dr. Burks
breached the applicable standard of care by ordering
and administering Kayexalate when dialysis was readily
available. That's similar to the opinion you just
gave, that there was no reasonable basis to give
Kayexalate given the known or thought to be

availability of the dialysis?




QUESTIONS WE ANSWERED

* Did the Kayexalate cause Mr. Allen’s Intestinal
Necrosis? YES

* Was Kayexalate urgently needed, or even
necessary?



Patient Name: ALLEN, DENNIS V ’ MRN: 240925

l Oroers l

Order Date/Time 3/18/2013 12:43:04 PM

Mnemonic Order Status
Insulin Regular (Adult Hyperkalemia Kit) inj 160 units/mL 3 Completed
mL
Ordering Physician Order Placed By
Burks, Alien C MD § Mohamed T, Pharmacist
—

- ' ~ Mnemoni¢ - ' '
Sodaum Polystyrene Sulfonate oral susp udcup 15 gm/60 mL

()ldet Date/Time 3!1&’2013 12:37:59 PM .

Mnemonic . . o Order Status
© Potassium : i -+ Discontinued -
W . ! . Order Placed B\

A Order Dt | ;
-30 gm PO 0008, dlspmc us: oral. susp, Do not use |f paticnt has ileus., ~Start 03/1&’ 13 12: 37 00, Routine pno Y, -Ordercnds .

————————————— S RAT

Sodium Polystyrene Sulfonate oral susp udcup I3 LOLap ALY
Ordering Physician Order Placed By
Burks, Alien C MD Burks, Allen C MD
Review Information

Nurse Review, Accepted - Frock, Michele, RN, 3/18/2013 1:42:50 PM
Phanmacist Verify, Accepted - Sarg, Mohamed T, Pharmactst, 3/18/2013 12:43:05 PM
Order Details
30 gm PO, once, dispense as: oral susp, Do not use if paticnt has ileus., —Start 03/18713 12: 37:00, Routine priority, —~Order ends
03/18/13 12:37:00

Order Date/Time 3/18/2013 12:37:58 PM

Mnemonic Order Status
Sodium Bicarbonate inj 50 mEg/50 mL: Completed
Ordertng Physician Order Placed By
Burks, Allen C MD Burks, Allen C MD

Review Information
Nurse Review, Acccptcd Frock, Michele, RN, 3/18/72013 1:42:50 PM
Phannacist Verify, Acccpted - Sarg, Mohamed T, Pharmacist, 3/18/2013 12:43:04 PM
Order Delaiis
56 mEq IV Push, once, Binds Caleium; de not administer with IV Calcium, ~Start 03/18/13 12:37:00, STAT priority, —Order ends
03/18/13 12:37:00

1432 | 362




POLICY AND ng ; POUC} NO:

ﬂ JWIAND PROCEDURE
MED) MANUAL EFFECTIVE DATE- LAST REVISION DATE:
1078 0413
SUBJECT: FUNCTION:
MEDICATION MANAGEAMENT AMEDICATION MANAGEMENT
. Nams of patent
A Daw of dispemsimg
3. Expinton daws
i Medication zams, steagth, amoune

Cauticnary stateamsnts Sor handling and storage

b) TNmmbdachvppvamndm&rbhm&aﬁmwmdnndprA
product The murss gives the patient the xmitple-dose medications that are crdarsd to contiug afer
discharge. If thare is amy dincrepancy with the order and $o label, the mare does 2ot gve 20
medcaton to the paticat

¢) Some zxdtple-dose medications are not sigbls for taks home. These includs, but may not be Limted
to: coxtrolled substances and medicatons that reqrre a Risk Evakaaticn and Mitigation Stategy

perthe FDA Mmdnmmhbobd"\otdx;&oﬁcnk o home ™
d) st comnseling i3 mvadable upon mequest. If 3 patient requests medication coumselng by a

i STAWWIWULIVIIY VIVWLWW UG LTVTT W (VU WOLALLLUVIWLIWW VTRATAALAL VYTV UV Y VL W LAY LU ViUel LY l./l“VVU

8. The goal for medicattons ordered as “Routine” (ot ordered as “STAT”) is to be administered at the next
standard adminsstration time unless otherwise indicated on the order. The dose will be available n the pattent care
area within two hours of the order betng receved by the phannacy.

' '
U (rarg are ¢ |'||'.||l| frati pLana/ny o Meadieation Sns Sl
mbndadmnmennmmh odmmsn‘!xndcndncrﬂx md:u'm’ﬂbonmbmd:opmm
arca within two hours of the arder bemmg recsived by the pharmacy.
9. Ordars aro wcheduled using the Stndard Administration Times and/'or the Medication Specific Scheduls. Thare
re medications that aro adrsinistared with se¢, speciSic admimizration Smes weondyry to drg efScacy andlor
m(S«AnxhnnDsd-\mchm t E, and refar to COP-003 Pasent Caze Ordars in the hospital
edre zeal for more mforzmtion).

Tho nmug“fmc::xarwmmm t e adnainistered within 30 mimates bedore or after
hsd:oddodshmmsumm

a) Rapid short, and wltra short acting insalin

b) Omnlhypoglycamics

¢) Scheduled amalgesics (opicids and noz-opicids with the exception of topical and tramsdermal products)
11, "Neo-Tixe Critical” schoduled medications are adnezisred 25 Sollows:

a) Daidy, weekly, or monthly medications are admimistarsd two hours befors or after ©6 scheduled

sz iravion Sme.

b) Medcations that are adnuinistared more Sroquantly than dadly, but no more Sequently than svery four bours
12 Ons oo doses are adnemestared within two hours of the ordar.
13. On-call doses are administered within 60 xezatos of idextfication of indicated 2oed.
14, Az noeded or PRN medications are adnexestared within 60 mimees of identiScation of indicated need.
15. Two Bosxsed bealth care professicnals parform: an indepandant double-check for the following medicatons:




WAS KAYEXALATE EVEN
NECESSARY

Heart condition was under control
No immediate effect on potassium levels



Hospital Hyperkalemia Guidelines

Agent Mechanism Onset of Action | Duration of Action | Comments Major Complications
Calcium: Stabilizes cardiac 2 — 3 mins 30— 60 mins Requires administration of other
Calcium gluconate membrane agents to shift Potassium into cells
OR and remove Potassium
Calcium chloride
Sodium polystyrene | Increase potassium. | 22 hrs 4-0hrs Should not be used tn patients with | Intestinal Necrosis and
sulfonate - excretion evidence of bowel obstruction, ileus | Bowel Perforation
(Kayexalate) - - or fschemia or to-fenal transplant-
: patients in the early post operative
stage |
Hemodialysis potassium from the Potassium
body It can lower Serum Potassium by
1 mEq/L in the first hr and another
1 mEq/L over the second hr
Gold standard in eliminating
potassium in renal failure patients
Sodium polystyrene Increase potassium >2 hrs 4—6hrs Should not be used in patients with | Intestinal Necrosis and
sulfonate excretion evidence of bowel obstruction,ileus | Bowel Perforation

(Kayexalate)

or ischemia or to renal transplant
patients in the early post operative
stage




WAS KAYEXALATE EVEN

NECESSARY

Heart condition was under control

No immediate effect on potassium levels
Kidneys were already weak — At risk/FDA

Dial
Dial

ysis was on the way
ysis works immediately without harm

NO NEED FOR KAYEXALATE
ONLY GIVEN AS A LAST RESORT



QUESTIONS WE ANSWERED

* Did the Kayexalate cause Mr. Allen’s Intestinal
Necrosis? YES

* Was Kayexalate urgently needed, or even
necessary? NO

* Was Mr. Allen going to die anyway?



“Before March 19" he did not have an indication
for a critical care physician” — Page 28, Lines 16-28
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M Q (By Mr. Gaston) Well, were you Mr. Allen's

5 attending physician?

6 A Yes, sir.

7 Q Did you serve the role as his critical care
8 physician?

9 A No, sir.

A Before March 19th he did not have an

indication for a critical care physician.

14 believe it was on March 19th --
15 Q We're talking about before March 19th.
16 A Before March 19th he did not have an

17 indication for a critical care physician.

18 Q So --
19 A Therefore, no.
20 Q Would it be fair to say that the person who

21 was in charge for managing his overall condition and
22 course of treatment from the time you first saw him up
23  until March 19th would be you?

24 MR. SHAW: Objection. He's already talked

25 about the times that he was workina or not workina.
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Dr. Robert Odze , M.D. - Pathologist

So how and what actually happened in

this patient, I couldn't tell you. I don't think

Q You can't rule out that other
comorbidities in Mr. Allen's case contributed to
his death, including his -- his cirrhosis of the
liver and his stage four kidney disease, his --

A Well, they did not cause the death --

Q -- hypotension --

THE STENOGRAPHER: Wait.

Q I'm sorry.

A But they did not cause the death of this
patient at that time on that day. What caused the
death of this patient on that time on that day was

ischemic colitis secondary to Kayexalate.

Q Have you looked at his lab studies from

March 18, March 19, March 20?
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Q Have you looked at his clinical course




QUESTIONS WE ANSWERED

* Did the Kayexalate cause Mr. Allen’s Intestinal
Necrosis? YES

* Was Kayexalate urgently needed, or even
necessary? NO

* Was Mr. Allen going to die anyway? NO



DENNIS ALLEN
Pain, Suffering, and Mental Anguish

* March 18, 2013 through March 20, 2013:
o Intestinal bleeding and bloody stools

o 10 bowel movementsin 14 hours

o Abdominal pain — crying out in pain

o Rectal tube

o Death of his colon

o Transferred to ICU

o First pain medication March 19t — 2:00pm

“Get me out of here,”

“They are trying to Kkill me”






