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The following reflects the findings of the Depariment
of Public Health during an inspection visit:
**See Page 3 for beginming of Action Flans

Complaint Intake Number: | 1
CA00239949 - Substanfiated |

Representing the Department of Public Health: \
Surveyor ID # 25052, Pharmaceutical Consultant Il

The inspection was limited to the specific facility
eventi investigated and does not represent the
findings of a full inspecticn of the facility. |

Health and Safety Code Section 1280.1{c} For
purposes of this section “immediate jeopardy” | I
means a situation in  which the licenses's
noncompliance with cne or more requirements of

licensure has caused, or is likely to cause, serious ' .,
injury or death to the patient.

Health and Safety Code Section 1279.1(c):

The facility shall inform the patent or the pary
responsible for the patient of the adverse event by
the time the report is made. J :

The CDPH verified that the facility had informed the

patient or parly responsible for the patient of the |
adverse event by the time the report was made. |

DEFICIENCY CONSTITUTING IMMEDIATE
JEQPARDY

Title 22, Division 5, Chapter 1 §70263. |

EventID:EETS11 4212014 3:07:19PM

%TDW ..“;((PROJFDER!SUPPLEER REPRESENTATIVE'S SIGNATURE : TITLE [XB) DATE (\'\
L \\\ \L)

By signing ihis dooumenl | am ackPowtedding receipl of Ihe entire citation packet.  Pagefs). 7 thru 8

Any deficiency statement ending wilh an asterisk (") denoles a deficiency whizh the inshtution rmay be excused from correcting providing it is determined A {

that other safeguards provide sufficient protection io the patients, Except for nursing homes, the findings above are disclosable 80 days following the date «t QP res
of survey whether or not a plan of correction is prov ided, For nursing homes, the above findings and plans of correclion are disclgsable 14 days following : I,- N
ihe date these documents are made available to the faciity  If deficiencies are cited, an aoproved plan of comection is requisite to contnued program ) g K |
participation.
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Pharmaceutical Service General Requirement.

{c) A pharmacy and therapeutics commiliee, or a |

commitiee of equivalent composition, shall be
established. The committee shall consist of at
least one physician, one pharmacist, the director of

nursing service or her representative and the
|

administrator or his representative.

{1) The committee shall develop wrilen policies and
procedures for establishment of safe and effective
systems for procurement, storage, distribution,
dispensing and use of drugs and chemicals. The
pharmacist in consultation with other appropriate
health professionals and administration shall be
responsible for the  development and
implementations of procedures. Policies shall be
approved by the govemning body. Procedures shalt
be approved by the administration and medical staff
where such is appropriate.

The above regulations were NOT MET as evidenced
by:

Based on interview and medical record review, the
hospital failed to follow their policy and procedure
(P&P) regarding the administration of alteplase and
heparin medications {two anticoagulant
medications used to dissolve and prevent blood
clots} within 4 hours and 10 minutes of each other.
Patient 1 was administered bolus (whole) dose and
continuous dose of heparin intravenous (into the
vein) infusion within 4 hours and 10 minutes after
the administration of alteplase. Patient 1 received
two potent anticoagulant medications, alteplase

**See Page 3 for beginning of Action Plans

Event ID:E6TS11 41212014

3:07:19PM
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and heparin (both medications enhance the risk of 5
bieedi fing in intracranial (within the sk 1. , Action Plan:
eeding). resu tmg. in intracranial (within the skull) Policy “Inpatient Anticoagulation Protocol™
hemorrhage (bleeding) and death on [0 two was revised to include: For TIA and Stroke |
1 1 i . . g |
days after the hospital admission on [0, paticnts: Non-Hemorrhagic Stroke Patients
whao have received Alteplase (1PA):
Findings:
“Hleparin is contraindicated in the first 24
The hospital's P&P fitled Inpatent Anticoagulant hours after the end of the infusion of Alleplase
Protocol, revised as of 10/08, showed for {PA). Do not give any Heparin in the first 24
non-hemorrhagic stroke ({disfuption of blood flow to :‘,““"“" - s !
an area of the brain due to obstruction or bleeding) "!hann_.xu}t Siaitl r"‘e‘i‘:"‘?[“d‘?" f ”i'l“?‘
% Giili ;
patients who have received alleplase, hepann s BRI L F O cak
indi h i
G{)ﬂl-ra_lndlC?th in the first 24 hours_ afler t.e Person Responsible: .
administration of alteplase, and not 1o ‘gll\re heparm Inpatient Pharmacy Dircelors |
in the first 24 hours afler the administration of
alteplase. Date Completed:
10/2010: Pharmacy stafT re-educated 12010
The manufacturer's guidelines for altepiase showed | 1015/2011: Policy was approved by the 10/15/14)
the most common complication encountered during | Pharmacy and Therapeutics Committes
alteplase therapy is serious intracramial  and I_H-Q}'_-TOI:J.:‘ Policy was approved by the 1072214
gastrointestinal (intestinal) bieeding which could Executive Committer
rasult in  significant disability or death. The I
concomitant use of heparin and alteplase may [
contnbute to sericus bleeding problems. |
According to Lexi-Comp's pharmacology website,
thrombolytic (to dissolve blood clots) drugs such as
alteplase may enhance the anticoagulant effect of
heparin in increasing the risk of bleeding
Patient 1s medical record review was conducted
on 10M12/10
The History and Physical reporl dated -IO,
showed the patient was admitted to the Irvine
Event (D EGTS1 41212014 J07:19FM
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campus of the hospital or-10, due to syncope 3 Aetion Plan:
|(ternporary loss of consciousness and posture), [irective "Heparin Dosing and Monitoring
| The patient was fully alert and able to recount what Protocol: Interventional Imaging” was
medications he was taking. developed to include:
*Guidelines for dosing of Heparin
The CT scan (Computed Tomography scan is an during Interventional Radiology
imaging method that uses x-rays to create piclures procedures™
of cross-sections of the body) of the head daled Radiology staft educated on Directive
0. showed no evidence of intracranial “Hcparin‘Dusing anfl A;!uniluring Protucol:
hemorrhage (bleeding). Interventional Imaging
| g
The MRI (Magnetirf Resonance Imaging s 2 tost | ﬁ:gsig;'o_::gfpn:rllﬂ:‘nl Administralor
that uses a magnetic field and pulses of radioc wave
energy to make pictures of organs and structures | Date Completed:
inside the body) of the brain dated [0 at 1245 | 10/2010: Radiology stat¥ educated on the 16/2010
hours, showed evidence of a large area of infarct Directive
fan area of fissue that undergoes necrosis 10/2010: Directive was approved by Chielof | 102010
(narrowing) as a result of obstruclion of local biood Radivlogy iR
supply) Again, no evidence of intracranial 10/15/2010: Directive was approved by the g
hemorrhage was noted. Pharmacy an{_l 111_cr:1pculica~ Commiites
1/28/201 1: Directive was approved by the 128701 |
The Multi-Disciplinary Mote dated [[Joat 1332 | SR et
hours, showed the palien! was assessed fo ha\.re|
waakness to the left upper and lower extremities,
slurred speech, and rnight facial drooping. The
| patient stated he could not feel when the nurse
touched his right hand.
The blood test result dated -10 at 1535 hours,
showed the patient's APTT (activated partial
thromboplastin  time; a blood test used to detect .
abnormahties i blood cloting and monitor the
effect of anticoagulants such as heparin o
determine the blood's thinness) was 28 seconds
(reference range: 25-35 seconds),
Event ID:EETS11 44212014 3:07:19PM
State-2547 Page 4 of 9
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| 3. Action Plan:
The Medication Administration Record (MAR) Ie Electronic Medical Record was enhanced
showed the patient received alleplase 56.94 mg 10 have a systemie pharmuoceutical Nag for a 24
{milligram) intravenously on -|{} from 1615 hours ‘ hour look back for (PA administration to alert
to 1735 hours, as ordered Practitioners and StalT (EM heparin is ordered
there will be a look back Tor 24 hours o see 1
The CT scan of head dated -1Dai 1925 hours IPA has been ordered and or hanging - which
1 . T . st | Phye ST L
showed no evidence of intracranial hemorthage. ;;-I” then trigger the HC alert / Pharmaceutical
Diffuse alrophy (narrowing) and chronic smal ag.}
Y. vomul) Inchemio. {Dickage] Awene Interventional Radiotogy Physician staft
was noted commumnication on ¢lectrome medical record
enhanged to have a systemic pharmaceutical
Tha Multi-Discipline Progress Note dated -10 at | flag for 24 hour look hack for (PA
1925 hours, showed the patienl was transferred to adminisiration,
the Anaheim campus of the hospital for a cerebral
(brain} angiogram {a fluroscopic test to take Person Responsible:
pictures of the bicod flow in an arery or a vein) Regional Pharmacy Clinical Content Team
procedure Al 2129 hours, the patient had a |
cerebral  angiogram  procedure  with  blood  ciot ?;"_:ﬁ':mpmed: 112010
relneval procedure that was complieted at 2152 i
hours The cerebral angiogram freport showed the
patient had occlusion (blockage) of the nght internal
carobd artery (major paired artary, one on each
side of the head and neck),
The MAR showed the patent recewed the heparin
bolus (whole) dose of 7,000 units on [0 at 2145
hours, as ordered, during the cerebral angtogram
procedure, which was 4 hours and 10 minutes afler
the patent had recewved the alieplase medication.
The MAR also showed the patent received
conlinugus hepann Iintravenous infusion 25,000
units at 17 ml (mlliliter] per hour from -10 at
2334 hours till -10 at 0030 hours, as ordered.
Event IDEGTSI 4i2/2014 3.07.19PW
Sime-2567 Page 5ot 9



CALIFORNIA HEALTH AND HUMAN SERVICES AGEMNCY
DEPARTMENT OF PUBLIC HEALTH

|showed at “0000" hours, the patient had
| coffes-ground emesis (vomitus) and blood spurting
from his right groin (the depression or fold where

the legs join the abdomen) where there was an patient along with the - tPA Proteco!
aneral {blood wessel) punclure from the earlier Cheek List, NO HEPARIN sign and green
cerebral angiogram procedure. At 0030 hours, the armband labeled "DO NOT GIVE
continuous heparin infusion was discontinued. The HEPARIN”

patient was assessed lo be nonresponsive with *  Pharmacist and nursing. together at the
pupils unequal and sluggishly reacled to light, bedside, will identify the patient using
measuring 4mm {milimeter) on the right pupil and two identiliers per policy

2mm on the left pupil {nosmal = pupils equal, = Phamacist will apply the green armband

round, reaclive o light). The right groin bleeding [
had stopped after 40 minutes of direct pressure

; . ; placed
applied. At 0400 hours, the patient had massive

(P A administration developed W include;
®  Pharmacist will dispense and deliver
Alteplase tPA to the Nurse caring for the

1o the patient on the same arm that the
patient’s admission armband has been

STATEMENT CF DEFICIENCIES (%1) PROVIDER/SUPPLIERICLIA (%2 MULTIPLE COMSTRUCTION (X3 DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER; COMPLETED
A BUILDING
050609 B wWikG 10/12/2010
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i 4, Action Plan:
The Multi-Discipline Progress Note dated -0. Wairny Handolt AlgorithivChecklist diiing

: ; ) ® The armband label will state: DO NOT

bleeding from the right groin again GIVE HEPARIN"
s Nursing will complete. in the presence of

The CT scan of head dated [0 at 0356 hours, Pharmacist. the *Ne Heparin™ sign and
showed large hemomrhage areas were found in the will place the sign above the patient’s
nght temporal {right side of the brain}, right panetal head of bed
{behind the frontal lobes of the brain), and right +  The signape will include the star date
frontal lobes (behind the forehead, front side of the and time of the (PA infusion
brain). o When completed. both nursing and

Pharmacist will sign ofl on the tPA

The APTT resut dated [Joat 0407 nous, Protocol Check List
showed the palent's APTT was greater than 150
seconds (reference range was 23-35seconds)
Elevated APTT showed the patient had prolonged

Pharmacy stafl’ educated on Warm Handoft
Algorithm during tPA administration
Nursing staff educated on Warm HandofY

bleeding. Algorithm during tPA administration
Radiology Nursing StafT educated on Warm
On Jhoat 0415 hours, the patient was given Handoff Algorithm during (PA administration
pratamine (antidote) 25mg intravencusly fo reverse Radiology Physician staff educated on Warm
the anticoagulation effects of heparin and Handoft Algorithm during tPA administration
cryoprecipitate (antidote) 4 units to reverse the Neuralogy Physician statl educated on Warm
Handoff Algorithm during (IPA administration
Event ID:EBTST1 41212014 J:07:19PM
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anticoagulation effects from the alteplase. At 0440 Action Plan #4 Continued:

hours, the patient received one unit of platelets |

{small blood c¢omponents) to heip with blood | Person Responsible: |
| clotting process and two units of red blood cells Inpatient Pharmacy Directors, Chief Nurse
{blood component that contains hemoglobin) to Executives, Physician Chiel of Neurology,
supplement blood loss, At 1253 hours, the Radiolegy Department Administrator
patient's heant rate had decreased quickly to
asystole (a state of no cardiac electrical activity) Date Completed:
and blood pressure was not detected. The
physician pronounced the patent’s death at this
time

Measure of Success:

. ol g = 100% checklist gudit of all patients
The hospital's Death Summary (Discharge receiving IPA (according to the

Summary) report  dated -10 at 1514 hours, Warm HandofY Algorithm)

| showed Patient 1was admitted for stroke, received [ vompleted by Pharmacy X 4months
alteplase, was transferred from the Irvine campus fo to achieve 100% compliance.
the Anaheim campus for the anglogram procedure,

had prior CT scan of the head showing no

intracranial hemorrhage, received hepann boius and

conlinuous infusion during and post the angiogram

procedure, was found with a large volume of blood

loss from the right groin, was given anhdotes to

reverse the anticoagulation effects of heparin and

alteplase, was transfused with 2units of blood,

became comatose with pupiis fixed and dilated,

and had a stat (immediate} CT scan of the head

showing extensive right hemispheric (half of the

brain) hemorrhage with the extension in to the

ventricular system (a set of structures conlaining

cergbrospinal fluid in the brain} with compression of

the brainstemn (ihe postenor part of the brain}.

The Certificate of Death showed the palient expired |
or [0 at 1253 hours, due to the immediate
cause of spontaneous cerebral hemorrhage.

10/2010 12010

Event (DNEGTST 1 4212014 3:0719PM
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On 10/12/10 at 0947 hours, In an interview with the
DOP (Director of Pharmacy), he stated Patient 1
was admitted to the hospital on [oat 2118
hours, with symptoms of stroke. The patient had
received aleplase intravenously on [Joat 1735
hours. The patient's symptoms did not improve
after the alleplase adrimisiration. The patient had
a cerebral angiogram procedure and underwent a
procedure to remove the clots. Durnng the cerebral
angiogram procedure in the Interventional Radiology
(a medical sub-specialty of radiclogy which utilizes
minmally-invasive  image-guided  procedures to

diagrose and treat diseases in nearly every organ |
'system) on [JJJJo. MD 1 (radiclogist) had ordered

to administar heparin 7,000 units as a bolus dose
to Patient 1at 2145 hours, after the patient had
received the alteplase medication 4 hours and 10
minutes earlier  Then MD 1 ordered to administer
continuous hepann inlravenous infusion from [0
at 2334 hours tillBO at 0030 hours

On 101210 at 1135 hours, during an interview, RN
1 stated Patient 1received siteplase on [0 at
1735 hours, and then received bolus dose of
heparin 7,000 units at 2145 hours, Heparin was
administered 4 hours and 10 minutes afler the
administration of alteplase.

On 10M2/i0 at 1201 hours, the DOP {Director of
Pharmacy) stated the APTT control is 30 seconds
for a clot o form. VWhen a patient is treatad with
neparin, the goal s 1.5-3 imes the control or 45-90
seconds. Levels above 80 seconds indicate the
blood was too thin, and there was increased nisk of

Event ID:E6TS1Y 41272014

J0719FM
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bleeding. The DOP stated on-o at 0407 hours,
Patient 1's APTT resull before his death was
greater than 150 seconds.

On 1071210 at 1330 hours, during an interview, MD
1 {radiologist) stated Patient 1 had total blockage of
his nght carolid ariery Presenl at the inlerview
was the Dwector of Imaging Services. MD 1 siated
he had performed the cersbral angiogram procedure
to remove Patient 1's clots and written the orders
for 7,000 units of hepann fo be given by infravenous
bolus and then contnuous hepann infusion. MD 3
stated he did not foliow the heparn prolocol when
he ordered the heparin and wanled lo be aggressive
wilh the hepann therapy to prevent the clots from
relurning He stated he was aware that Patient 1
had received the alteplase medication 4 hours and
50 minules eariier, bul he wanted to administer the
heparin medication to the patient anyway.

The hospital's Yailure to follow their P&P on the
administrabon of hepann not 1o be gwen to Palient
1within 24 hours following the administration of
alteplase has caused or 15 lkely to cause serious
imjury  or death to the patient, and therefore
constitutes an  immediate jeopardy within the
meaning of Heallh and Safety Code Section
1280.1(c)

This facility failed to prevent the deficiency(ies) as
described above that caused or 15 likely to cause,
serious Injury or death to the patent. and therefore
conmstitutes an immediale jecpardy within  the
meaning of Health and Safety Code Section
1280 1{c}

Everd IDEBTS11 41212014

07 19PM
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