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August 10, 2007

Antoinette Epps, Hospital Administrator
Martin Luther King, Jr.- Harbor Hospital
12021 South Wilmington Avenue

Los Angeles, CA 90059

CCN: 05-0578

Dear Ms. Epps:

We regret to inform you that the most recent survey of Martin Luther King, Jr. - Harbor Hospital
(“MLK-Harbor™) has revealed that the hospital is not in compliance with a number of Medicare
Conditions of Participation (CoPs). Pursuant to the terms of the Extension Agreement signed by the
parties on March 30, 2007 and by operation of paragraph C.4 of that Agreement, we are, therefore,
notifying you that the Medicare provider agreement with the hospital will be terminated effective
August 15, 2007. This decision is final. In accordance with Paragraph C.4 of the Extension
Agreement, the termination will not be stayed nor the effective date extended for any reason.

The Centers for Medicare and Medicaid Services (“CMS”) is taking this action pursuant to the
authority of the Secretary of the United States Department of Health and Human Services to protect
the health and safety of Medicare patients by enforcing compliance with statutory requirements and
Medicare Conditions of Participation applicable to all Medicare-certified hospitals. 42 U.S.C.
1395ce(b)(2); 42 U.S.C. 1395x(e); 42 C.F.R. Part 482.

In recognition of the health care needs and interests of the residents of South Los Angeles, for the
past three years CMS has worked with the administration of MLK-Harbor and the Los Angeles
County Department of Health Services, providing technical assistance and allowing ample time for
the hospital to plan and implement the measures necessary to achieve and maintain compliance with
Medicare health and safety standards. Nevertheless, as you know, repeated certification surveys and
complaint investigations have identified serious health and safety violations and documented the
hospital’s inability to comply with these federal standards. Although there has been commendable
recent progress, the latest, and final, comprehensive survey completed on July 27, 2007 again found
the hospital out of compliance, documenting condition-level violations in the following areas:
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42 C.F.R. §482.12 — Governing Body

42 C.F.R. §482.13 — Patients’ Rights

42 C.F.R. §482.21 — Quality Assessment/ Performance Improvement
42 C.F.R. §482.23 — Nursing Services

42 C.F.R. §482.25 — Pharmaceutical Services

42 C.F.R. §482.41 — Physical Environment

42 C.F.R. §482.42 — Infection Control

42 C.F.R. §482.55 — Emergency Services

The following examples are representative of serious problems identified in the most recent
survey.

In the area of Patient Rights, Nursing and Emergency Services (42 CFR 482.13, 482.23 and
482.55), the survey identified a very serious lack of supervision for those patients in the
emergency department for treatment because they are a danger to themselves or others with
suicidal intentions. By failing to assess the patients’ needs, secure their belongings and
provide continuous one-to-one monitoring as required by the hospital’s own policy, a patient
had access to a scalpel and cut both of her lower arms. Other similar patients retained their
belongings and were allowed unsupervised access to a locked bathroom with their
belongings. The survey team determined these practices created imminent danger to patients
and declared “immediate jeopardy” on July 24, 2007. Implementation of the plan of
correction was verified and the jeopardy was removed on July 27, 2007.

In the area of Infection Control (42 CFR 482.42), patients were placed at serious risk for
exposure to contagions, such as tuberculosis, by a failure to clean and track bronchoscopes
(flexible endoscopes that come in contact with mucous membranes) in accordance with
manufacturer recommendations and standards of practice. Patients receiving dialysis were
placed at serious risk for exposure to infectious disease when the hospital failed to ensure
that a closed system was maintained during hemodialysis. The dialysate solution (the
chemical that takes the wastes and extra fluids trapped by the dialyzer and carries them away
from the blood) was in use with the solution exposed to the air, thus also potentially
exposing patients to infectious diseases.

In the area of Nursing and Pharmaceutical Services (42 CFR 482.23, 482.25), patients were
placed at serious risk when the hospital failed to adequately assess and take subsequent
corrective action to assure staff’s ability to respond timely and appropriately to a “mock”
pediatric emergency drill. During observation of one such drill, surveyors noted hospital
staff were unable to locate critical equipment and medications on the pediatric emergency
cart, nor were they able to correctly calculate dosages for medication administration to
pediatric patients. The hospital staff’s inability to render an adequate emergency response in
a mock situation leaves pediatric patients vulnerable during an actual emergency, where
staff competency and time are of the essence.
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In the area of Quality Assessment/Performance Improvement and Pharmaceutical Services
(42 CFR 482.21, 482.25), patients were placed at risk when the hospital failed to analyze
pharmacy data adequately for medication errors. The pharmacy performance improvement
project uses the National Council for Medication Error Reporting and Prevention categories
to collect data on medication errors within the hospital, breaking them down into nine
specific categories, including Error no Harm, Error with Harm, and Error/ Death. However,
the hospital pharmacy failed to adequately analyze the data collected in order to identify and
correct systems problems that may lead to medication errors.

The findings establishing these and other violations were summarized at a face-to-face exit
conference with hospital administrators on August 10, 2007 and are detailed on the attached
Statements of Deficiencies (CMS Form 2567).

Following termination of the provider agreement, MLK-Harbor may apply for reinstatement to the
Medicare program. See 42 C.F.R. 489.57. However, a new Medicare provider agreement will not be
accepted unless CMS determines that the reason(s) for termination of the previous agreement has
been remedied and that there is “reasonable assurance” that the hospital can maintain compliance
with the applicable Conditions of Participation. 42 C.F.R. 489.57(a). Compliance will be verified
for this purpose by on-site surveys conducted at the beginning and end of a reasonable assurance
period determined by CMS. This period will be a minimum of 90-120 days. Prior to issuance of a
new provider agreement, the hospital also must fulfill, or make satisfactory arrangements to fulfill,
all of the statutory and regulatory responsibilities of its previous agreement. 42 C.F.R. 489.57(b).

We note that, pursuant to Paragraph C.5 of the Extension Agreement signed by the parties on March
30, 2007, the hospital, in exchange for the additional time for the hospital to correct its deficiencies,
agreed to relinquish any appeal rights, administrative or judicial, to challenge this termination
decision.

Any questions may be directed either to the undersigned at 415-744-3682 or to the Manager for
Hospital and Community Care Operations, Michelle Griffin, at 415-744-3687.

Sincerely,

\&(Q&kﬁv /) (\4\@

Steven D. Chickering
Western Consortium Survey and Certification Officer
Division of Survey and Certification
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The following reflects the findings of the California
Department of Public Health during a full
re-certification survey conducted 7/23/07 through
7/27/07.

Complaint #CA 00121354 and #CA 00122183
were investigated during the survey.

Representing the California Department of Public
Health:

Barbara Mellor, HFEN

JoAnn Dalby, HFES

Charles Derby, Medical Consuitant

Alan Kratz, Medical Consultant

Leticia Creighton, HFEN

Francia Trout, Health Records Consuitant
Joseph Cano, Pharmacy Consultant
Maelin Yee, Rehabitation Consultant
Linda Handy, Nutrition Consuitant

The hospital's census at the beginning of the
survey was 48.

The survey sample size was 98 open and closed
medical records.

The findings for Complaint #CA00122183 are
written at 482.13(c)(1).
The findings for Complaint #CA00121354 are
written at 482.13(c)}(2)

At 1700 hours on 7/24/07, hospital administration
was notified of immediate jeopardy (lJ) to the
health and safety of all patients presenting to the
emergency department (ED) for treatment.

The hospital failed to ensure Patient #54's right to
receive care in a safe setting. The failure to

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE (X6) DATE

Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that
other safeguards provide sufficient protection to the patients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan ot correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14

days foliowing the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued
program participation.
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assess the patient's needs, secure the patient's
belongings and provide 1:1 staffing, as required
by hospital policy and procedure, resulted in the
patient being able to access a scalpel and cut
both lower arms. Additional patients in the ED
with suicidal ideation were observed to have their
belongings in close proximity, and/or were left
alone with their belongings while inside of locked
bathrooms.

At 1915 hours on 7/24/07, a written plan to
ensure the safety of patients presenting that night
to the ED was received. A more detailed plan for
correction of the 1J situation was received at 1330
hours on 7/26/07.

On 7/27/07 implementation of the plan of
correction was verified. At approximately 1500
hours on 7/27/07, hospital administration was
notified that the 1J situation was abated.

A 006 | 482.12 GOVERNING BODY

The hospital must have an effective governing
body legally responsible for the conduct of the
hospital as an institution. If a hospital does not
have an organized governing body, the persons
legally responsible for the conduct of the hospital
must carry out the functions specified in this part
that pertain to the governing body.

This CONDITION is not met as evidenced by:
Based on observations, interviews, document
reviews and record reviews, the hospital failed to
have an effective governing body that was
responsible for the conduct of the hospital as an
institution in meeting the following Conditions of
Participation.

A 000
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Findings:

1. 42 CFR §482.13 the Condition of Participation:
Patient ' s Rights - the hospital failed to protect
and promote the rights of each patientin
accordance with regulations under §482.13. Refer
to A-038.

2. 42 CFR §482.21 the Condition of Participation:
Quality Assessment and Performance
Improvement - the hospital, its governing body
and its medical staffed failed to: develop,
implement and maintain an effective, ongoing,
hospital-wide, data-driven, quality assessment
and performance improvement program. The
hospital's governing body: 1) failed to ensure that
the program is effective; 2) failed to ensure that
the program is data-driven; 3) failed to ensure
that the program reflected the complexity of the
hospital's organization and services, and 4) failed
to involve all hospital services. Refer to A-141.

3. 42 CFR §482.23 the Condition of Participation:
Nursing Services - the hospital failed to have an
organized nursing service that provides 24-hour
nursing services that was furnished by and
supervised by registered nurses in accordance
with regulations under §482.23. Refer to A-199.

4. 42 CFR §482.25 the Condition of Participation:
Pharmaceutical Services - the hospital failed to
provide pharmaceutical services that meet the
needs of the patients in accordance with
regulations under §482.25. Refer to A-247

5. 42 CFR §482.41 the Condition of Participation:
Physical Environment - Based on the findings of
the Life Safety Code Survey, the hospital failed to

A 006
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be constructed, arranged, and maintained to
ensure the safety of the patients. §482.41. Refer
to A-321.

6. 42 CFR §482.45 the Condition of Participation:
Infection Control - The governing body had failed
to ensure that the hospital provided a sanitary
environment to avoid sources and transmission of
infections and communicable disease. The
governing body failed to ensure that the hospital
has an Infection Control Program that was an
active program for the prevention, control, and
investigation of infections and communicable
disease. Refer to A-383.

7. 42 CFR §482.55 the Condition of Participation:
Emergency Services - the hospital failed to meet
the emergency needs of patients in accordance
with acceptable standards of practice in
accordance with regulations under §482.55. Refer
to A-452.

The cumulative effect of these systemic practices
resulted in the failure of the hospital to deliver
statutorily mandated compliance with the
Condition of Participation: Governing Body, CFR
§482.12.

A 031 | 482.12(f)(1) EMERGENCY SERVICES

If emergency services are provided at the
hospital, the hospital must comply with the
requirements of §482.55.

This STANDARD is not met as evidenced by:
Based on observations, interviews, document
reviews and record reviews, the hospital failed to
comply with the requirements of 42 CFR §482.55,

A 006

A 031
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A hospital must protect and promote the rights of
each patient.

This CONDITION is not met as evidenced by:
Based on observation, interview and document
and medical record review, the hospital failed to
protect and promote the rights of each patient.

Findings:

1 The hospital failed to ensure that patients had
the right to personal privacy. Refer to A 0056.

2. The hospital failed to ensure that patients had
the right to receive care in a safe setting. Reter to
A 0057.

The failure to assess Patient #54's needs, secure
the patient's belongings and provide 1:1 staffing
as required by hospital policy and procedure,
resulted in the patient being able to access a
scalpel and cut both lower arms. Additional
patients in the ED with suicidal ideation were
observed to have their belongings in close
proximity and/or were left alone with their
belongings while inside of locked bathrooms.

At 1700 hours on 7/24/07, hospital administration
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the condition of Participation for Emergency
Services.
Findings:
The hospital failed to meet the emergency needs
of patients in accordance with acceptable
standards of practice. Refer to A-452.

A 038 | 482.13 PATIENTS' RIGHTS A 038
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was notified of immediate jeopardy (1J) to the
health and safety of all patients presenting to the
emergency department (ED) for treatment.

At 1915 hours on 7/24/07 a written plan to ensure
the safety of patients presenting that night to the
ED was received. A more detailed plan for
correction of the 1J situation was received at 1330
hours on 7/26/07.

On 7/27/07 implementation of the plan of
correction was verified. At approximately 1500
hours on 7/27/07, hospital administration was
notified that the 1J situation was abated.

3. The hospital failed to ensure that patients had
the right to access information contained in his or
her clinical records within a reasonable time
frame. Refer to A 0061.

The cumulative effect of these systemic practices
resulted in the failure of the hospital to deliver
statutorily mandated compliance with the
Condition of Participation: Patient's Rights
482.13.

482.13(c)(1) PERSONAL PRIVACY

The patient has the right to personal privacy.

This STANDARD is not met as evidenced by:
Based on observation and staff interview, the
hospital failed to ensure patient privacy in the
main ER service area. Patients receiving care in
the ER had their names, ages and treatment
locations listed on a large grease or erasure
board. The board was posted on a wall located in
a busy and public hallway of the emergency
room.

A 038

A 056
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Findings:

A tour of the emergency services department was
conducted at approximately 1105 hours on
7/23/07. Upon entry into the ER, a large white
grease/erasure board was noted to be posted on
a wall across from a nursing station. The board
was noted to list the location, ages and names of
the patients currently receiving treatment in the
ER. Interviews conducted with ER staff members
revealed that the information written on the board
was used to track patient care. The board could
be seen and read by patients, family members
and/or visitors entering the ER.

The names of patients were altered in an attempt
to protect privacy, but the patient's name could be
easily determined or recognized. For example, a
patient with the name of Smith was listed on the
board as Mith, S.

482.13(c)(2) RECEIVE CARE IN A SAFE
SETTING

The patient has the right to receive care in a safe
setting.

This STANDARD is not met as evidenced by:
Based on document and medical record review,
interviews and observation, the hospital failed to
ensure patients in the emergency room were
provided care in a safe environment. The failure
to assess Patient #54's needs, secure the
patient's belongings and provide 1:1 staffing, as
required by hospital policy and procedure,
resulted in the patient being able to access a
scalpel and cut both lower arms. Additional
patients in the ED with suicidal ideation were

A 056

A 057
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Findings:

1. On 7/24/07, Emergency Department Policy and
Procedure #118 for Management of Psychiatric .
Patients stated that:

* patient's clothing and valuables must be
secured, interventions initiated timely and sitter
needs identified.

* The RN assigns a sitter to the patient who
documents patient behavior and interventions
hourly. :

* At no time should the patient be left alone.

* The licensed nurse documents on the nursing
assessment the assigned sitter's name

* The sitter's name is written on the Emergency
Room Shift Assignment Sheet.

The hospital failed to ensure this policy for patient
safety was implemented as follows:

At 1000 hours on 7/24/07, the Chief Executive
Officer reported an incident to the survey team.
Patient #54 was able to obtain a sharp object and
cut themselves, while in the emergency room
during the early morning hours of 7/24/07.

On 7/24/07 the incident was investigated. At
1035 hours Patient #54 was observed walking
with staff. The staff stated they were taking the
patient for a shower. The patient was observed to
have thin tape-like dressings on each lower arm
measuring approximately 3 inches long. The skin
around the dressings was a normal color.
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At 1145 hours Patient #54 was interviewed. The
patient related frustration with the hospital staff
because they would not listen, to attempts to
inform them of prior treatment received, for a skin
condition being treated 7/24/07. The patient
stated this led to the incident of cutting both arms.
The patient refused to say where the sharp
object, used for the cuts, was originally obtained
but stated that it was taken out of their bag of
chips to inflict the cuts. During the interview, the
patient's personal belongings were observed at
the bedside. The patient stated no one looked in
the belongings bag prior to the incident and there
was no staff assigned to sit in her room. The
patient stated the door to the room might have
been closed at the time of the cutting incident. At
1205 hours staff stated they had left Patient #54
in the shower room unattended to allow for
patient privacy. There was no visualization of the
patient to ensure safety.

A review of nurse staffing for the emergency
room for the early morning hours of 7/24/07,
revealed there were more than three patients in
the emergency room requiring “sitters." Only 3
sitters were assigned to the emergency room.
Staff interviews revealed a staff member was not
assigned to sit with Patient #54. Staff stated
there was no policy and procedure for "sitter"
duties and a job description for the position was
only recently developed. Administrative staff
stated that employee files might or might not have
evidence that the sitters were aware of their
duties when assigned the job of "sitter."

A review of the medical record showed Patient
#54 was in the emergency room on 7/23/07 with
thoughts of suicide with pills. There was no
documentation if the patient brought personal
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belongings with them and/or their disposition. The
patient was transferred to another facility at
approximately 2300 hours.

Approximately 2 hours later, at 0115 hours on
7/24/07, the patient was brought back to the
emergency room with a different chief complaint.
The same nurse was assigned to care for the
patient and documented that the patient had
thoughts of suicide with pills. There was no -
documentation if the patient brought personal
belongings with them and/or their disposition.
There was no documented evidence a person
was assigned to watch the patient on a 1:1 basis.

At approximately 0330 hours, the patient was
found by nursing staff outside the emergency
room, smoking. Safety police were with the
patient. Patient #54 was brought back to the
emergency room. At approximately 0400 hours
Patient #54 was observed through the window of
the room door, cutting both arms with a scalpel.
The nurse documented the patient got the scalpel
from a bag of Dorito chips. The lot number on the
packaging of the scaipel, used by the patient, was
the same as the lot number of others observed by
surveyors stored in the locked supply area of the
emergency room.

On 7/24/07 at approximately 1550 hours,
observations of patients identified as a danger to
themselves were made in the emergency room.
Patient #56 was observed with 3 suitcases at the
bedside. A handbag was on the bed with the
patient. These belongings had not been secured.
Patient # 50 was observed to have a bag of
belongings at the head of the gurney. There was
a sitter at the bedside. Patient #50 was observed
to walk to the bathroom with a bag of personal
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belongings and close the door. The door was
locked. The sitter stood outside the door. The
patient was in the bathroom approximately 5
minutes. Observation of the bathroom revealed
glass mirrors and nurse call cords that the patient
could have accessed.

At 1700 hours on 7/24/07, hospital administration
was notified of immediate jeopardy (IJ) to the
health and safety of all patients presenting to the
emergency department (ED).

At 1915 hours on 7/24/07 a written plan to ensure
the safety of patients presenting that night to the
ED was received. A more detailed plan for
correction of the 1J situation was received at 1330
hours on 7/26/07.

On 7/27/07 implementation of the plan of
correction was verified. At approximately 1500
hours on 7/27/07, hospital administration was
notified that the 1J situation was abated.

2. On 7/26/07 at approximately 1030 hours in the
emergency room triage area, a cart was
observed next to the gurney. The cart drawers
were open. Inside the drawers were dressing
supplies, needies, laboratory specimen tubes and
scalpels. A patient was seated in front of the cart.
Staff were not monitoring this area for patient
safety. At 0930 hours on 7/27/07, the same cart
was observed with open drawers and a patient
sitting in the chair in front of it. Next to the
patient's chair was a small rolling cart. On the top
of the cart was a sharp surgical clamp. On the
bottom shelf of the cart was a basin with scissors
in it. This area was not being supervised by the
staff.

482.13(d)(2) ACCESS TO PERSONAL MEDICAL

A 057

A 061
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The patient has the right to access information
contained in his or her clinical records within a
reasonable time frame. The hospital must not
frustrate the legitimate efforts of individuals to
gain access to their own medical records and
must actively seek to meet these requests as
quickly as its record keeping system permits.

This STANDARD is not met as evidenced by:
Based on patient and staff interviews and a
review of a medical record and policy and
procedure (P&P), the hospital failed to actively
seek to meet the requests of patients for copies
of their own medical record.

Findings:

1. At 1320 hours on 7/25/07, Patient #126 stated
a complaint had been filed with administrative
staff and requested to speak with surveyors for
assistance in obtaining a copy from the medical
record of the pictures of a fluorescein angiogram
conducted at the eye clinic. The patient stated the
pictures were needed to make a decision about
laser treatment for an retinal eye condition. The
patient stated he requested the records on
6/27/07 and was told it would take 10 days. After
10 days the patient was told it would take 5 more
days. After the five days elapsed the patient was
told that there were no pictures for the angiogram.

The medical record for Patient #126 showed a
written request for Fluorescein angiogram "image
copies or pictures" dated 6/27/07. Hospital P&P
HA 702 for access to medical records stated that
requested copies of medical records would be
provided within 15 days after receipt of the

A 061
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request.

1600 hours.

A 141 482.21 QAPI

On 7/25/07 at approximately 1415 hours staff
from the eye clinic stated they had not received a
request for the angiogram pictures for Patient
#126 prior to 7/25/07. They stated that they could
generate the pictures from the angiography
machine and have them ready for the Patient by

Documents submitted by medical records staff on
7/26/07 showed that attempts were made to find
the pictures requested by Patient #126 on 7/2, 7/5
and 7/6/07, but radiology did not have the images.
The patient's request was not actively pursued
again until 7/16/07 at which time radiology again
told them there were no angiogram pictures.
There was no evidence the eye clinic was called
untii 7/23/07 to obtain a copy of the requested
pictures. As of 7/25/07 the copies had not been
provided to Patient #126.

2. Interview with Staff HIM-A at 0845 hours on
7/27/07 and review of the " incomplete
Correspondence Report " revealed that there
were 32 release of information requests still not
completed, as of 7/25/07. These requests were
made more than 15 days ago.

The hospital must develop, implement and
maintain an effective, ongoing, hospital-wide,
data-driven quality assessment and performance
improvement program.

The hospital's governing body must ensure that
the program reflects the complexity of the
hospital's organization and services; involves all
hospital departments and services (including

A1a1
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those services furnished under contract or
arrangement); and focuses on indicators related
to improved health outcomes and the prevention
and reduction of medical errors.

The hospitat must maintain and demonstrate
evidence of its QAPI program for review by CMS.

This CONDITION is not met as evidenced by:
Based on observation, interview, document
review and record review the hospital, its
governing body and its medical staffed failed to:
develop, implement and maintain an effective,
ongoing, hospital-wide, data-driven, quality
assessment and performance improvement
program. The hospital's governing body: 1) failed
to ensure that the program is effective; 2) failed to
ensure that the program is data-driven; 3) failed
to ensure that the program reflected the
complexity of the hospital's organization and
services, and 4) failed to involve all hospital
services.

Findings:

1. The QAPI program failed to include an
on-going program that showed measurable
improvement in indicators for which there was
evidence that it would improve heath outcomes.
Refer to A 0143.

2. QAP activities failed to measure, analyze, and
track quality indicators, including adverse patient
events, and other aspects of performance that
assess processes of care, hospital service and
operations. Refer to A 0145.
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3. QAP activities failed to identify opportunities
for improvement and changes that would lead to
improvement. Refer to A 0149.

4. QAPI activities failed to focus on high-risk,
high-volume, or problem-prone areas. Refer to A
0152. :

5. QAPI activities failed to ensure corrective or
preventative actions were taken when quality
problems were identified. Refer to A 0156.

6. QAPI activities failed to ensure that
hospital-wide quality assessment and
performance improvement efforts addressed
priorities for improved quality of care and that all
improvement actions were evaluated. Refer to A
0170.

General discussion of the Quality Assessment
and Performance Improvement (QAPI)
Program:

On 7/26/07 during an interview of both the Interim
Chief Medical Officer (ICMO) and the Nurse
Director of Quality Improvement (DQI) and during
a follow-up interview, 7/27/07 with the DQI, the
hospital's recent efforts at Quality Assessment
and Performance Improvement (QAPI) were
discussed. These interviews occurred 7/26/07 at
1415 hours and 7/27/07 at 0845 hours. During
these interviews it was presented that the DQ!
had begun her work at the hospital only eight
weeks ago and the ICMO had begun in this
current role only five to six weeks ago. Since
these two had arrived they had begun a new
assessment of the QAP! needs of the hospital
and to date they had completed an initial needs
assessment of approximately 40% of the inpatient
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departments and services, but they had not yet
begun a detailed needs assessment of any of the
outpatient services. The deveiopment of the
details of a new QAP plan for the hospital

was still in the concept stages and they had yet to
commit to a new written plan, nor to implement it.
The hospital was relying in the interim on its
current QAPI plan documents and data.

On 7/23/07 at 1500 hours the hospital delivered
a presentation of their current QAPI

program detailing nine specific projects. Eight of
the nine projects had been initiated as a resulit of
deficiencies identified during prior CMS (Centers
for Medicare and Medicaid Services) surveys.
During the interviews of 7/25/07 through 7/26/07
the hospital members were asked to provide
evidence of the hospital's required QAP! program
data and program activities in addition to the nine
QAPI projects. The hospital staff presented the
QA Data Binder, a 4 inch thick stack of
documents. Data was reviewed in the QA data
binder, and neither the ICMO nor the DQI could
explain any of the units related to the data
numbers related to Infection Control or for the
other QA data contained in the binder. The DQI
stated, “I thought we had caught that" but had no

explanation of what the infection control QA data
numbers meant.

The hospital's available QAPI data was from the
legacy QAPI program; this data had not yet been
fully assessed as to validity or meaning and
contained recorded numbers without unit values
assigned. Consequently there were few, if any,
data-driven performance improvement activities
in the hospital. At the end of these discussions it
was apparent that the hospital had no currently
functioning, effective, hospital-wide, data-driven
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QAPI program.

The cumulative effect of the systemic deficiencies
in the current QAPI plan resulted in the failure of
the hospital to demonstrate required compliance
with the Condition of Participation: Quality
Assessment and Performance Improvement,
CFR§482.21.

A 143 | 482.21(a)(1) QAP HEALTH OUTCOMES A 143

The program must include, but not be limited to,
an ongoing program that shows measurable
improvement in indicators for which there is
evidence that it will improve health outcomes.

This STANDARD is not met as evidenced by:
Based on staff interview and review of two of
three pharmacy related performance
improvement projects ( * Turnaround Time for
Medication Order * and “ 1st Dose IV Antibiotic
Order " ) the hospital failed to provide adequate
evidence that these projects would improve
health outcomes or demonstrate measurable
improvement as evidenced by the projects being
too narrow in scope for evaluation of medication
therapy and by combining data collection in a
manner that did not allow for demonstration of
measurable improvement.

Findings:

1. On 7/27/07 at 0925 hours, the performance
improvement project for *Turnaround Time for
Medication Order" was reviewed. This
performance improvement project assessed the
time an order was scanned until the time it was
delivered and the nurse signed for it.

The performance improvement project measured
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the average time to process a pharmacy order
for:

(a) NOW orders

(b) STAT orders

(c) Emergency Department orders

(d) Intravenous (IV) antimicrobial order

On 7/27/07 at 0927 hours, Pharmacist 3 said that
the reason for this performance improvement
project was to measure productivity and efficiency
in the pharmacy. It assessed the number of
minutes it took for the pharmacy to process and
deliver medications. The data points provided
failed to demonstrate how this performance
improvement project impacted health outcomes.
When asked how the pharmacy would know
whether or not the medication was administered
timely after delivery to the nursing unit or
administered accurately, Pharmacist 3 said they
wouldn't know.

Pharmacy provided a summary sheet for *
Medication Turnaround Times," on 7/27/07 at
0935 hours. Review of that document revealed
that the outcomes and actions taken were
focused on the number of minutes to deliver a
medication to the nursing unit. There was no
evidence this data was being used to improve
patient health outcomes.

2. On 7/27/07 at 1000 hours, the performance
improvement project for “1st Dose IV
(intravenous) Antibiotic Administration” was
reviewed with Pharmacist 3 and Pharmacist 1.
The performance improvement project for “1st
Dose IV Antibiotic 2007" consisted of measuring
the time of the physician order to the time the
antibiotic was administered. The stated goal was
to be under 120 minutes for the first dose of
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antibiotic to be processed and administered to the
patient.

On 7/27/07 at 1005 hours, Pharmacist 3 stated
that they evaluate all 1V antibiotics including those
ordered, STAT, now and routine. Review of the
policy titled, “Medication Administration” at the
same time of the interview revealed that the
policy for antibiotic administration time frame was
60 minutes for STAT orders and 120 minutes for
now and routine orders.

Pharmagist 3 could not provide data on what
percentage of the orders reviewed were STAT
and if, or how, STAT orders significantly lowered
the overall data points of less then 120 minutes.
Pharmacist 3 could not provide evidence as to
whether STAT orders were processed and
administered within or under the hospital's 60
minute requirement. Thus the data combined two
separate factors into one: whether STAT orders
were filled within their 60 minute time frame and
whether "now" and "routine"” first dose antibiotics
were processed and administered within the
hospital's 120 minute time frame.

Review of the data for this performance
improvement project from September 2006 to
June 2007, revealed that the stated goal of
administration of first dose IV antibiotics within
120 minutes was met. Because of the mixing of
data with two different time frame requirements
(60 minutes versus 120 minutes) and the fact the
number of minutes calculated was an average of
all first dose 1V antibiotics it was unknown by the
hospital whether or not there was measurable
improvement in the timeliness of administration of
IV antibiotics. In other words, a STAT
administered 1V antibiotic could have been given
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within or greater than the 60 minute time frame
but less than 120 minutes and effectively would
reduce the overall average number of minutes,
rendering data inadequate to support timeliness
of IV antibiotic administration. Additionally
administration of “routine” or "now” first dose IV
antibiotics could be beyond the 120 minute time
frame but given that the data was mixed with
STAT IV antibiotic administration the overall
average number of minutes would be reduced,
rendering the data inadequate to support
timeliness of administration of 1V antibiotics.

Because of combining of data with different time
expectation for administration of IV antibiotics,
the hospital was unable to demonstrate
measurable improvement as it relates to
administration of |V antibiotics ordered STAT as
compared to those ordered "now " or “routine.”
482.21(a)(2) QAPI QUALITY INDICATORS

The hospital must measure, analyze, and track
quality indicators, including adverse patient
events, and other aspects of performance that
assess processes of care, hospital services and
operations.

This STANDARD is not met as evidenced by:
Based on interview with pharmacy staff, the
hospital failed to measure, analyze, and track
quality indicators, including adverse patient
events, and other aspects of performance that
assess processes of care, hospital service and
operations.

Findings:

1. On 7/27/07 at 0940 hours, Pharmacists 1, 2

A 143

A 145
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and 3 were interviewed. Pharmacists 1, 2, and 3
were asked what problems were identified by its
own surveillance system for consideration as
quality assurance and performance improvement
projects.

On 7/27/07 during the same interview,
Pharmacist 1, 2, and 3 could not provide
documentation of a pharmaceutical services
quality assurance and performance improvement
project that was found through its own
surveillance system.

2. During an interview on 7/26/07 at 1500 hours,
hospital staff stated they did not have a process
or policy for identifying patients who had possibly
been exposed to contagious diseases or patients
for which a particular a bronchoscope had been
used. One of the bronchoscopes had been used
on a patient with active TB Refer to A 0340.

3. During an interview on 7/27/07 at 1050 hours,
hospital staff stated that infection control staff
were notified when the dialysate and water
cultures for hemodialysis did not meet pre set
standards. Hospital staff also stated that
historically the infection control data was not
communicated outside the infection control
department. As a result, the infection control
issues were not being reported to the QAP!I
committee nor was the medical staff or governing
body being informed. Refer to A 0340
482.21(b)(2)(ii) QAP! IDENTIFY IMPROVEMENT

The hospital must use the data collected to
identify opportunities for improvement and
changes that will lead to improvement.

A 145

A 149
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This STANDARD s not met as evidenced by:
Based on staff interview and review of two of
three pharmacy related performance
improvement projects (“1st Dose Intravenous
Antibiotic,” and "Medication Events"), the hospital
failed to use the data collected to identify
opportunities for improvement and changes that
would lead to improvement.

Findings:

1. On 7/27/07 at 1000 hours, the performance
improvement project for “1st Dose IV Antibiotic
Administration, " was reviewed with Pharmacist 3
and Pharmacist 1. The performance
improvement project for "1st Dose IV Antibiotic
2007," consisted of measuring the time of the
physician order to the time the drug was
administered. The goal was 120 minutes for the
first dose of IV antibiotics to be processed and
administered to the patient.

On 7/27/07 at 1005 hours, Pharmacist 1 and
Pharmacist 3 said that the data points for “1st
Dose IV Antibiotic 2007" were reported to the
Pharmacy and Therapeutics committee in an
aggregate format. The data presented
represented an average of time from when the
physician ordered the antibiotic to administration
by nursing staff for all patients in a given month.
The aggregate format of the data presented,
failed to promote the hospital's ability to identify
opportunities for improvement. The data failed to
show clinical unit performance on this quality
assurance project. For example; when
Pharmacist 1 and 3 were asked as to how
individual clinical units performed they responded
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that Unit 4A was an outlier. Pharmacist 1 and 3
could not explain why the unit was an outlier and
or what opportunities existed for improvement.
2. On 7/27/07 at 1015 hours, the performance
improvement project titled, Medication Events,

3. The Medication Events performance
improvement project used the National

Reporting and Prevention (NCCMERP)

Death (1).

On 7/27/07, during the same interview,

category was not analyzed.

The Medication Events performance

was reviewed with Pharmacist 1 and Pharmacist

Coordinating Council for Medication Error

categories which breaks down medication errors
into nine specific categories (A, B, C,D,E, F, G,
H and |) The medication error categories are
grouped as follows: No Error (A), Error no Harm
(B, C, D), Error with Harm (F, G, H) and Error,

Pharmacist 1 and Pharmacist 3 were asked if the
data in each category was analyzed. Pharmacist
1 and Pharmacist 3 said that data in each

PRIORITIES

improvement project tracked and provided data,
but since the data was not analyzed within each
category, there was no correlation of how the data
led the hospital to identify and correct systems
that may have lead to the medication errors.

A 152 482.21(c)(1)(i-iiiy QAP! IMPROVEMENT

The hospital must set priorities for its
performance improvement activities that focus on
high-risk, high-volume, or problem-prone areas;
consider the incidence, prevalence, and severity
of probiems in those areas; and affect health
outcomes and quality of care;

A 152

FORM CMS-2567(02-99) Previous Versions Obsolete

Event ID: WE4S11

Facility 1D: CA060000035

If continuation sheet Page 23 of 124



DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 08/09/2007
FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA
AND PLAN OF CORRECTION IDENTIFICATION NUMBER:
050578

(X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
COMPLETED
A. BUILDING
B. WING
07/27/2007

NAME OF PROVIDER OR SUPPLIER

MARTIN LUTHER KING, JR - HARBOR HOSPITAL

STREET ADDRESS, CITY, STATE, ZIP CODE
12021 S WILMINGTON AVE

LOS ANGELES, CA 90059

This STANDARD is not met as evidenced by:
Based on observation, interview and document
review, the hospital failed to ensure that quality
assessment performance improvement (QAPI)
activities focused on high risk, high volume, or
problem prone areas. In addition, the hospital
failed to adequately assess physician and nursing
staff members' ability to safely and accurately
provide and administer medications during a
pediatric emergency.

Findings:

1. During an interview on 7/26/07 at 1500 hours,
hospital staff stated the hospital wide infection
contro! plan was based on the national patient
safety goals with additional direction from the Los
Angeles Department of Health Services. Hospital
staff stated that this data was used to develop
their QAP! plan. It was noted that the QAP plan
did not include or focus on the following high risk,
high volume or problem prone areas:

a. Four of the five areas where flexible
endoscopes (instruments that touch

mucous membranes or non-intact skin) were
cleaned and stored were not in compliance
with hospital policy or manufacturer guidance.
QAP activities failed to identify the lack of
staff training for processing and storage of
endoscopes.

b. The QAPI plan did not include a process for
identifying all bronchoscopy (endoscope
inserted in the airway) patients after the
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possibility of exposure to infectious or
communicable
diseases.

¢. The QAPI plan did not ensure that patients who
received surgical services at inpatient and
outpatient sites received the same level of care
by qualified circulating nurses and with plans

in place for adequate infection control
surveillance, prompt identification of problems,
and

the need for action.

d. The hospital knew of the high incidence of
flash sterilization of surgical instruments in
September 20086. As of 7/26/07 the QAPI plan
did not include monitoring or a plan to

decrease the incidence of operating room staff
flash sterilizing instruments over 56

percent of the time. Flash sterilization of
instrumentation should be used infrequently and
not

as a substitute for full sterilization processes.

e. During interview on 7/27/07 at 1050 hours,
hospital staff stated that infection control staff
were notified when cultures of the water and
dialysate used for hemodialysis did not meet
pre-set standards. Hospital staff also stated this
data was not communicated outside the
infection control department.

2.a. The hospital performs mock codes for
assessment of staff 's ability to render medical
and nursing care to pediatric patients during an
emergency situation such as cardiac
resuscitation. A code involving a pediatric patient
is referred to as "code pink." The hospital's QAP
program failed to adequately assess staff's ability

A 152

FORM CMS-2567(02-99) Previous Versions Obsolete Event ID: WE4S11

Facility {D: CAO60000035 If continuation sheet Page 25 of 124




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 08/09/2007
FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA

AND PLAN OF CORRECTION IDENTIFICATION NUMBER:

050578

(X2) MULTIPLE CONSTRUCTION
A BUILDING

(X3) DATE SURVEY
COMPLETED

B. WING

07/27/2007

NAME OF PROVIDER OR SUPPLIER

MARTIN LUTHER KING, JR - HARBOR HOSPITAL

STREET ADDRESS, CITY, STATE, ZIP CODE
12021 S WILMINGTON AVE

LOS ANGELES, CA 90059

(X4) 1D
PREFIX
TAG

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL
REGULATORY OR LSC IDENTIFYING INFORMATION)

D PROVIDER'S PLAN OF CORRECTION (x5}
PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG CROSS-REFERENCED TO THE APPROPRIATE DATE

DEFICIENCY)

A 152

Continued From page 25

to administer medications during a pediatric code
(high risk) situation. As a result staff was unable
to accurately locate dopamine, dobutamine and
epinephrine 1:1000 in the pediatric crash cartin a
timely and safe manner.

A mock code pink was performed by the hospital
on 6/14/07. Review of the Mock Code Blue Skills
Sheet Checklist (used for the code pink drill) had
the following assessments regarding use of
medications:

(a) assemble prefilled syringe correctly - ' not
applicable’

(b) identifies items and respective locations in the
crash cart - ' not applicable’'

(c) verbalizes frequency of the crash cart checks -
' not applicable '

On 7/26/07 at 1242 hours, during a mock code
pink with federal surveyors, RN 4 was asked to
provide 13.3 grams of dextrose for a pediatric
patient with a weight range of 24 kilograms (kgs)
to 28 kgs.

RN 4 was observed to remove a dextrose 25%
(2.5 g per 10 milliliters) Min-1-Jet prefilled Syringe.
RN 4 began to use a separate 10 milliliters (mls)
syringe to withdraw from the prefilled vial. RN 4
was asked why was that methodology done. RN
4 said, “ That was the way we were taught. *

The Min-I-Jet Prefilled Syringe system has a vial
of dextrose which fits into an injector needie so
there would be no need for transferring dextrose
from the pre-filled vial to another syringe. The
unit assembles quickly by placing the vial into an
injector needle which is turned to lock it in and it
is ready to administer. On 07/27/07, RN 4 did not
demonstrate how to use the Min-I-Jet prefilled

A 152
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syringe for dextrose 25% per manufacturer
instructions.

The hospital failed to adequately assess staff's
ability to administer medications during a pediatric
emergency (high risk situation) as evidenced by
the notation on their mock pediatric code
performed on 6/14/07. As a result staff was
unable to accurately assemble a dextrose
pre-filled syringe in @ manner that was consistent
with manufacturer's guidelines on safe
administration.

2b. On 7/24/07 at 1401 hours, in the pediatric
urgent care unit the pediatric physician (referred
to now as Physician 5) was asked if (s)he ran the
pediatric codes (code pinks) in the emergency
department (ED) and the pediatric outpatient care
unit. Physician 5 said (s)he would run the
pediatric codes (code pink) in ED and in the
pediatric outpatient unit.

Physician 5 was asked what source did (s)he use
for dosing pediatric patients during a pediatric
code. Physician 5 said it was the Broselow tape
(a dosing guideline for pediatric patients based on
the length of the patient). Physician 5 was asked
how (s)he would use the Broselow tape.
Physician 5 said (s)he would call out the drug and
the dose and the nurse would remove the drug
and draw up the dose.

On 7/24/07 at 1422 hours, Physician 5 was asked
what would be the standard concentration (s)he
would expect the nurse to compound for
dopamine and or dobutamine for administration
as an intravenous drip. Physician 5 said that
dobutamine or dopamine would not be used right
away so (s)he would have time to look it up.
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On 7/24/07 during the same interview, Physician
5 was asked what (s)he would use to look up the
standardized concentration. Physician 5 said
(s)he would use her/his PDA to look up the
dosing. On 7/24/07, Physician 5 was asked to see
the information on his/her PDA. Physician 5
replied that (s)he would use a prescription book
and promptly went into another room. Physician 5
came out with a piece of paper and was again
asked what were the standard concentrations
(s)he would ask the nurse to compound for
dopamine and/or dobutamine. Physician 5
responded that the dobutamine would be 2 - 20
mcg/kg/min and the dopamine would be 2 - 20
mcg/kg/min.

On 07/27/07, during the same interview the
surveyor showed each vial of dopamine and
dobutamine (from the pediatric medication tray) to
Physician 5 and asked what concentration or
standardized concentration would the physician
want to compound for or what was the standard
concentration for dobutamine and dopamine
would be used to compound each drug.
Physician 5 said that the dopamine would be 2-20
mcg/kg/min and dobutamine was 2-20
mcg/kg/min.

Physician 5 gave a dosage range, but failed to
provide the standard concentration (s)he would
have the nurse compound for administration of
dopamine and dobutamine.

The physician's failure to provide guidance to the
nursing staff on how to prepare a standardized
concentration of dobutamine and dopamine
during a pediatric emergent situation did not
ensure the medication would be promptly and
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Continued From page 28
accurately given.

2.c. On 7/24/07 at 1550 hours, an emergency
room nurse (referred to as RN 5) was asked if
(s)he would be the nurse who would respond to a
pediatric code (code pink) and pull and draw up
the medications for a pediatric code. On 7/24/07,
during the same interview Nurse 5 said (s)he
would be the nurse.

On 7/24/07 at 1551 hours, RN 5 was asked to
provide the dose of epinephrine 1:1000 at 3.3 mg
or 3.3 ml. On 7/24/07 during the same interview
(45 seconds later) RN 5 stated " don't have it
would use a calculator to calculate the amount, *
which was based on converting a 1:10,000
concentration of epinephrine (s)he found to a
concentration of 1:1000. On 7/24/07 after the RN
made the previous statement (s)he iooked again
into the pediatric crash cart where the medication
were located and found the epinephrine 1:1000
ampule and handed the ampule and a 3 ml
syringe to the surveyor.

On 7/24/07 at 1558 hours, RN 5 was asked how
(s)he would compound the dopamine and the
dobutamine to provide a standard concentration
for infusion. On 7/24/07, BN 5 during the same
interview said that the pediatric crash cart should
have them premixed as in the other hospital she
worked at and proceeded to look for the premixed
dopamine and dobutamine.

On 7/24/07 at 1558 hours, RN 5 could not find the
premixed dopamine and dobutamine but found
vials of dobutamine 250 mg per 20 ml and
dopamine 200 mg per 5 ml.

On 7/24/07 during the same interview RN 5, was

A 152
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asked how (s)he would compound the dopamine
and dobutamine. RN 5 said (s)he she wouid use
the pediatric dosing chart which for dopamine
was 1.6 mg per ml and the dobutamine was 1
mg/ml.

On 7/24/07 at 1558 RN 5 was asked how (s)he
would compound either drug to provide the
standard concentration for dobutamine and
dopamine based on the pediatric dosing chart.
RN 5 said that based on the premixed solutions
from the other hospital (s)he worked at (s)he
would put 40 mis of dobutamine 250 mg per 20
ml in the 500 mis of solution and 400 mg of
dopamine (10 mls) in 500 mls of solution.

The following issues were:

(a) When dopamine 200 mg per 5 mlis
compounded to 400 mg in a 500 mi bag the
calculated amount of dopamine is 400 mg per
510 m! which would provide a concentration of
0.78 mg per ml which would not be the same as
the 1.6 mg/ml required by the pediatric dosing
chart used by the staff.

(b} When dobutamine 250 mg per 20 ml is
compounded to 500.mg per 40 mi to a 500 ml
bag the calculated amount would be 500 mg per
520 ml would be 0.93 mg per ml which is not the
same as the 1 mg/ml required by the pediatric
dosing chart used by the staff.

(c) On 7/24/07 BN 5 was unfamiliar and not
knowledgeable about which medications were
available in the pediatric emergency medication
tray located in the pediatric crash cart as
evidenced by the inability to locate epinephrine
1:1000 and belief that dopamine and dobutamine
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were available as " pre-mixed " intravenous
solutions.
A 156 | 482.21(c)(2) QAPI FEEDBACK AND LEARNING A 156

Performance improvement activities must
implement preventive actions and mechanisms
that include feedback and learning throughout the
hospital.

This STANDARD is not met as evidenced by:
Based on staff interview, medical record review
and review of the performance improvement
project entitled “Medication Events," the hospital
failed to implement effective preventative actions
and mechanisms that include